
-2-& ENVIRONMENTAL  ASSESSMENT  REPORT  ON  HALOFUGINONE  HYDROBROMIDE  FOR  USE IN $45 ..$ REPLACEMENT  CAGE  LAYING  CHICKENS  (UP  TO  20  WEEKS OF AGE)  AND  REPLACEMENT 
’ 5: BROILER  BREEDERS  (UP TO 16 WEEKS  OF  AGE) 

This  section  of  the  New Animal Drug  Application  follows  the  format as 
prescribed in 21 CFR 25.31a(a). 

1. Date: June 1991 

2. Name o f  applicant: 

Sponsor: Aqent : 

Roussel -Ucl af Hoechst-Roussel  Agri-Vet Co. 
Division  Agro-Veterinaire P. 0. Box 2500 
163 Avenue  Gambetta Rt . 202-206  North 
75020  Paris,  France Somerville,  New  Jersey  08876 

--._ In the  United  States,  Hoechst-Roussel Agri -Vet  Company will be the 
-, .*.& . .”. .I 

. .. . *-: distributor o f  the  product and will control the  premix  manufacture. 
- x  

3. Address: 

Hoechst-Roussel  Agri-Vet Co. 
P. 0. Box 2500 
Rt. 202-206  North 
Somervi 1 1  e, New  Jersey 08876 

4. Description o f  the proposed action: 

Purpose  of  the action. This  new animal drug  application is submitted 
for  action by the Food and Drug Administration  to  permit  the  use  of 
halofuginone  hydrobromide in the feed o f  replacement  cage  laying 
chickens (up to  20  weeks  of age) and replacement  broiler  breeders (up 
to 16 weeks o f  age)  as an aid in the  prevention  of  coccidiosis  caused 
by E. necatrix, E. tenella, E. acervulina, E. brunetti, E. mivati and 
- E. maxima. 
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Coccidiosis is an endemic  disease, and nearly 100 percent  of all 
replacement  cage  laying  chickens and replacement  broiler  breeders 
grown in the  United  States  are fed feeds  containing  a  coccodiostat. 
New  coccidiostat  drugs  are devel  oped to be used when  existing 
coccidiostats  become  less  effective  because  of  the  development  of 
resistance, to  overcome  side  effects  of  existing  coccidiostats,  or 
because  of  one  or  more  economic, physical or  biological  advantages. 

Populations.  The  intended  use o f  the  product is for  replacement  cage 
laying  chickens  (up  to 20 weeks  of age) and replacement  broiler 
breeders (up to 16 weeks  of age). Studies  have been conducted  to 
demonstrate  the  safety  of  use  of  the  product in the  diets  of 
chickens.  The  product is not  intended for  use in species  other  than 
poultry. The  new animal drug  does not have  antibiotic  properties, EA 
for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA  130-951,  50 
FR 33718,  August 21, 1985, Appendix  D-6. 

The  replacement  cage  laying  chickens (egg production)  industry is 
concentrated in three  primary  areas  of  the United States:  the 
southern  states  (Georgia,  Florida,  Alabama,  Mississippi,  North 
Carol ina, South Carol ina, Arkansas and Texas)  with 34% of  the egg 
production,  the  midwest  states (Iowa, Indiana,  Ohio,  Pennsylvania, 
Michigan,  Minnesota)  with 30% of  the egg production.  California  also 
has 11% of  the egg production industry. Seventy-five  percent  of  the 
replacement  cage  laying  chicken industry,  and, therefore,  use  of 
coccidiostat  drugs is within 14 states. 

The  replacement  broiler  breeder industry is concentrated in two 
primary  areas  of  the United  States: the  southern  states  (Georgia, 
Florida, Tennessee,  Alabama,  Mississippi, North Carolina,  South 
Carolina,  Arkansas,  Louisiana,  Oklahoma and Texas)  with 64% of  the 
broiler  breeder industry, the  Atlantic  coast  states  (Maine, 
Pennsylvania,  Delaware,  Maryland, Virginia,  West Virginia and North 
Carolina)  with 16% of  the  broiler breeder  industry. California  also 

,e , . =* has 4% of  the  broiler  breeder industry. Eighty-four  percent  of  the 
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replacement broiler  breeders  industry, and, therefore, use of 
coccidiostat drugs i s  w i t h i n  19 s ta tes .  

The use of the premix StenorolR, i n  feeds will be limited t o  feed 
manufacturers who obtain approved medicated feed  applications (FD 
1900) for  receipt and use of the new drug i n  feeds which they 
manufacture for replacement  cage lay ing  chickens and replacement 
broi  1 er  breeders. 

The use of the new animal drug will be 1 imited t o  use i n  feeds  for 
replacement  cage  laying  chickens ( u p  t o  20 weeks of  age) and 
repl acement broiler  breeders ( u p  t o  16  weeks o f  age) under the 
approval o f  t h i s  new drug application. The feeds will not  contain any 
other drug substance. Feeds containing  halofuginone hydrobromide may 
be fed  continuously t o  replacement  cage  laying  chickens (up  t o  20 
weeks of age) and replacement broiler  breeders (up  t o  16  weeks of 
age) - 

The coccidiostat will be used as a partial  replacement for existing 
agents  intended for  the same purpose. The approval of this 
appl ication i s  projected t o  resul t  in partial  exposure of 2.5 mil 1 ion 
replacement  cage  laying  chickens and 53 million replacement broiler 
breeders t o  StenorolR. I t  i s   the  industry practice t o  incorporate  a 
coccidiostatic  agent i n  feeds  fed t o  replacement  cage laying  chickens 
and repl acement broiler  breeders.  Stenorol  will  provide an 
alternative means of control of coccidiosis. 

StenorolR has been approved for use i n  broiler chickens  since 1985 
result ing i n  the  potenti a1 exposure of Stenorol t o  over  5.8 bi 11 ion 
broiler chickens  annually i n  the United States. The potential 
increase i n  exposure t o  the small popula t ions  o f  repl acement cage 
lay ing  chickens and replacement broiler  breeders  is  insignificant i n  
l i g h t  of the many years o f  safe commercial use of  this compound i n  the 
United States and many foreign  countries. 

3 



0 0 0  1 4 b  

5. Identification  of  chemical  substances  that  are  the  subject  of  the 
proposed action: 

CHEMICAL/PHYSICAL  PROPERTIES 

The  new  drug is known as Stenorol  (halofuginone  hydrobromide) 
Coccidiostat - Type  A  Medicated Article. 
The  name  of  the  active  ingredient is: 

(+)-trans-7-bromo-6-chloro-3-((3-(3-hydroxy-2-piperidyl) 
acetonyl))-4(3-H)-quinazolinone hydrobromide 

Generic Name: Halofuginone  hydrobromide  (accepted by the  United 
States  Adopted  Name  Council,  March 11, 1981). 

Chemical  Abstract  Service  Registry No. 64924-67-0. 

*- 

".;ti, 

The  structural  formula is: 

0 M 

Molecular Weight: 495.6 

Molecular Formula: C16H1803N3Clbr2 

Solubility:  Approximately 0.3% in water 

Vapor  Pressure:  approximately  4  x 10-l' mm Hg at 100' C 

Melting Point: 294' C, melts  with  decomposition 
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U1 traviol et Spectrum: 

The UV spectrum  characterizes  the  compound  exhibiting  5 
maxima. The  maxima  are at 243, 275, 300, 313 and 326 nm, 
with  the  respective E '% of about 900, 170, 45, 

1 cm 
60 and  55, respectively. 

Mode  of  Administration: Oral (mixed  into  complete  chicken  feeds) 

Halofuginone  hydrobromide  belongs  to an entirely  new  chemical 
type  of  anticoccidial agent. The  active  substance  was  originally 
derived by modification  of  a  substance  isolated  from  the  Asiatic 
plant, Dichroa  febrifuqa. 

6. Introduction of  substances  into  the  environment: 

The  active  ingredient will be prepared in France  then  coated in 
Denmark.  The  coated  active  ingredient will be incorporated  into  a 
premix at the  concentration  of 0.6% in the  United  States.  The  premix 
is intended to be used  for the  manufacture  of  finished  feeds  for 
repl acement  cage 1 aying  chickens (up to  20  weeks  of  age) and 
repl acement  broiler  breeders  (up  to 16 weeks  of age). The 
concentration  of  halofuginone  hydrobromide in the  finished feed 
(complete  diet) will be 3 parts per mill ion (ppm) . The  trade  name  of 
the  premix is StenorolR. 

The  active  agent,  halofuginone  hydrobromide, will be manufactured in 
the Roussel Uclaf  factory,  Neuville-sur-Saone, France. The  active 
ingredient  then wi 1 1  be coated by DanoChemo A/S, in Ball erup, 
Denmark.  The  premix  containing  coated  halofuginone  hydrobromide will 
be manufactured by Merck & Co.,  Inc.,  in St. Louis, Missouri.  The 
premix  then will be shipped  to  holders  of  approved  medicated feed 
applications,  for  incorporation into replacement  cage  laying  chickens 
and repl acement  broiler  breeders feed. These  manufacturers  are 
located in the  primary egg production and broiler  growing  areas of  the 
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United  States.  The  feeds will be fed to  replacement  cage  laying 
chickens,  primarily in southern and midwest  states and California. 
The  feeds will be fed to rep1 acement broi 1 er  breeders,  primarily in 
southern and Atlantic  coast  states.  Therefore,  the  environments 
affected by the  proposed  action are: 

1. The  environment  adjacent  to  the  Neuville-sur  Saone 
manufacturing plant. 

2. The  environment  adjacent  to  the  Ballerup  manufacturing 
plant. 

3. The  environment  adjacent  to  the  premix  manufacturing 
pl ant. 

4. The  environment  adjacent  to  the feed mills using the drug. 

5. The  ultimate  disposition  of  the  drug  would be confined  to 
poultry waste. This may be distributed  to soil. 

Solid and liquid wastes. The  active  ingredient is to be manufactured 
overseas in compl iance with the 1 aws and regulations  of  the  country  of 
manufacture,  France  (Attachment I). Liquid wastes  are  recovered by 
distillation,  incinerated,  or  transferred  to  a biological treatment 
station. The  plants  manufacturing  the  active  ingredient,  halofuginone 
hydrobromide,  operate  under  the  surveillance  of  a  French  Government 
Agency  (Inspection  des  Installations  Classes)  which is charged  with 
enforcing  the  regulations  enacted in the  field  of  environmental 
protection. 

In the  manufacture  of  the  coated  active  ingredient,  there is no 
significant  solid  or liquid waste produced. The  premix  manufacturing 
facilities  adhere  to  the local, state and national environmental  laws 
and regulations  (Attachment 11). 
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In the  manufacture  of  the  premix,  there is no significant  solid  or 
liquid  waste  produced.  The  premix  manufacturing  facilities  adhere  to 
the  local,  state and national environmental  laws and regulations 
(Attachment 111). 

Solid  or  liquid  waste  from  the  broiler  feeding  operations is normally 
applied to  fields  as  manure  mixed  with  the  bedding (litter). 

Toxic  substances.  There is no  pollution of  the  environment in the 
manufacture,  processing, and use of  the  new animal drug  with 
heavymetal,  pesticides,  or  radiation. 

7. Fate  of  emitted  substances in the  environment: 

Studies  reporting  the  metabolism and migration  of  the  waste  products 
of  the  drug  following  feeding  to  chickens  have been conducted and are 
included as  part of  the Environmental Assessment (EA) for Hal ofuginone 
Hydrobromide  for  Broiler  Chickens - NADA 130-951,  50 FR 33718, August 
21, 1985, Appendix  D-1, 7 81 8. These  reports  include  the 
characteristics  of  radiolabeled  halofuginone  with  respect  to soil 
migration  when  the  radioactive material was applied directly  to soil 
and when  excreta  collected  from  chickens  dosed  with  radioactive 
halofuginone  was added to soil. The  results  of  this  study  indicate 
that  halofuginone  hydrobromide  elutes very slowly  through  soil, and 
there is no  significant  leaching below the  first  5  cm  section  of  the 
test soi 1 types,  a  loamy  fine sand and a  clay loam. When  excreta 
collected  from  chickens  dosed  with  radiolabeled  halofuginone 
hydrobromide  was added to  columns and diluted,  more  than 80% of  the 
radioactivity  remained in the  top 5 cm, and less  than 5% diluted 
through  the 30 cm  columns.  The  elution  characteristics  were not 
altered following  incubation  for 32 days  of  the  excreta  from  chickens 
administered  radiolabeled  compound. 

7 



Halofuginone  appears  to be strongly bound to  either  loamy  fine  sand  or 
clay  loam  soils and therefore  does not leach  much  through soil. 

columns  after  one  bed-volume  of  water (400 ml)  was  passed  through each 
soil column. Run off  of  waste  to  lakes  or  rivers  from  application  of 
manure,  litter  or  bedding  of  medicated  birds is not  expected  to be 
quantitatively  significant.  A soil adsorption/desorption  study  was 
conducted  with  14C-halofuginone  hydrobromide (EA for  Halofuginone 
Hydrobromide  for  Broiler  Chickens - NADA 130-951,  50 FR 33718, August 
21, 1985, Appendix 0-21). Aqueous  solutions  of  14C-halofuginone 
hydrobromide  were  equilibrated with three soil types,  adsorption 
coefficients and adsorption  constants  were  determined by liquid 
scintillation  analysis.  The  results  are  summarized below. 

- > 99.5% of  the  radioactivity  stayed in the  top  5  cm  of  the 30 x 4 cm 

Soi 1 TvDe 

Si1 t Loam 

Staqe  of  Studv 

Ad 
De 

Silty  Clay Loam Ad 
De 

Si1 t Loam  Loam Ad 
De 

Kd K O ~  n - -  

30.3 1515 2.37 
389 19450 1.09 

51.8 7400 1.91 
1329 189857 0.906 

22.0 2651 2.49 
199 23976 1.02 

The  mobility  of  a chemical through soil can be directly  related  to its 
adsorption  properties.  This  relationship i s  applicable  for neutral organic 
compounds. KO, values  can be  re1 ated to mobil i ty of  the  test materi a1  in 
the soil. The  study  shows that, in the  three  soils  tested (at pH's between 
6.0 and 7.0), halofuginone  mobility in soil is low  to very low. Once 
sorbed  to soi 1 ,  between 1% and 6% could be desorbed,  depending on soi 1 
type.  Based  on the  ionic  nature  of  halofuginone,  higher  mobility may be 
expected as soil pH decreases.  Increased organic  matter and clay  content 
of soil would be expected  to increase the  amount  of  halofuginone  sorbed  to 
soils. 
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Biodegradation  studies in soil were  conducted in the  laboratory and under 
field  conditions. In the  laboratory  study,  the  extractable  halofuginone 
residues  decreased in time and the  half-life  was  about  15-20  days in these 
two soils: Degradation  products  for  lower  molecular  weight  compounds, and 
the portion of  these  products  increased  with time. There  was  slow but 
continuous  evolution  of  radioactive COP (about 5% in 16 weeks), this 
indicates  a  slow but virtually  complete  degradation of  the  halofuginone 
molecules. In the  field  studies,  the initial halofuginone  degradation  was 
s1,ower than in the  laboratory  soils,  probably  weather  related.  The  field 
soil half-life  was  about 43 days. There  was  no  significant  leaching  of 
halofuginone and its metabolites  through soil (EA for  Halofuginone 
Hydrobromide  for  Broiler  Chickens-- NADA 130-951,  50 FR 337-18, August 21, 
1985,  Appendix D-8). These  results  indicate  that  halofuginone and its . -  

metabolites in chicken  excreta will not be mobilized  from  the soil 
environment into the  aquatic environment. 

. I  

. .  Excreta  from  'chickens  dosed  with  radiolabeled  halofuginone  were  incubated 
with  river  water  stored in the  dark at 25OC  for  32  weeks.  The  water 
soluble  residues  from  chicken  excreta  were  about 35% halofuginone and 30% a 
major  chicken  metabolite.  The level of  water  soluble  halofuginone (and its 
major  chicken  metabolite)  declined  over  a  32  week period. Numerous 
degradation  products  were  formed and they  were  generally  less  polar  than . 

halofuginone (EA for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA 
130-951,  50 FR 33718, August 21, 1985, Appendix D - 7 ) .  

The  concentration  of  halofuginone and metabolites in poultry  feces is 
approximately  3 ppm. ,Replacement  cage  laying  chickens (up to 20 weeks of 

age) ,and rep1 acement broiler  breeder (up to 16 weeks  of age) are  typically 
raised on litter,  thus  further  diluting  the  concentration  of  drug and 
metabolites.  A  conservative  estimate is dilution by 33% so as to  give  a 
concentration in litter  of 2 ppm. Concentration  of  the  drug and 
metabolites  in-soil  following  the use of  litter as fertilizer  can be 
estimated by the  following formula: 
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Drug Drug conc. 
conc. = in litter 
in  soil  (mg/  kg 1 
(mg/kg) 

For Halofuginone hydrobromide 

Kg litter 
X a m 1  ied to soi 1 X acre of soi 1 

acre of soil kgs in top 
6" of soil 

Drug 10,000 kg 
conc. = 2 mg/kg X I i tter- X - acre 
in  soil (2 ppm) 1 acre 9.09 X lo5 kg 

= .022 mg/kg 

The estimate of 0.022 mg/kg (22 ppb) addition of halofuginone and 
metabolites to the soil, with the evidence as  stated above that .there  is no 
significant leaching (the substance binds to the soil),  and the further 
evidence of biodegradation of the drug and its metabolites, allow for the 
following conclusions: 

Levels of halofuginone hydrobromide and its metabolites in  soil 
following fertilizing with  fresh litter from birds  fed the drug are 
estimated to be 22 ppb. 

Soil migration potential for the drug and  its metabolites is  very 
smal 1 . 

The drug is biodegradable in  soil  and  in water. 

Runoff of the drug into 
low concentration in so 

metabol i tes to soil . 

bodies of water 
i l ,  and the bind 

is not  likely because o f  the 
ing properties of the drug and 

Halofuginone residues in plants were not over 35 ppb  even when chicken 
excreta (from animals given approximately  seven times the expected dose 
level ) was incorporated  into soil at the rate of "80 tons/ha" (32.4 
tons/acre) . 



Halofuginone  uptake by plants  was very similar  whether  the  drug  was 
directly  incorporated  into soil or  came  from  chicken  excreta  incorporated 
into soil. The  only  plant part that  showed  a  statistically  significant 
uptake  of  radioactivity  was  carrot  foliate at 7 ppb  halofuginone 
equivalents.  See  also  Appendices  Broiler  Chickens - NADA  130-951,  50 FR 
33718,  August 21,  1985, Appendix  D-2 and 0-3, and the  discussion  of food 
contamination in Section 11. 

Manure  from  birds fed diets  containing  halofuginone  hydrobromide  may be 
used  as fertilizer  for plants. Studies  have been conducted  to  demonstrate 
the  effect  of  halofuginone  hydrobromide,  or  the  waste  from  animals  treated 
with  halofuginone  hydrobromide on plants. There  have been no  serious 
symptoms  of  phytotoxicity  when  the  drug is properly used (EA  for 
Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA  130-951,  50 FR 33718, 
August 21, 1985, Appendix  D-17 and Appendix D-19). Also,  see  the 
discussion  of  the  phytotoxicity  results in Section 8. - Toxicological/ 
Pharmacol ogi cal Properties . 

Test  work  conducted  to  determine  the  effects  of  halofuginone in other 
species  of  farm animals. In the  case  of  the  horse,  ponies  were fed rations 
containing  halofuginone at the 1 eve1 of  3 ppm for  four  weeks.  There  were 
some  slight  changes in blood composition, but the  ponies  remained 
clinically normal at all times. A  report of  this  study is included as EA 
for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA  130-951,  50 FR 
33718,  August 21, 1985,  Appendix D-4 .  Swine  were  dosed  orally  with 
halofuginone at graded  dosage levels. Pigs  dosed at 5 mg/kg survived  the 
treatment.  The  acute  toxicity  was such that  a 30 kg pig would  have  to 
ingest  approximately 100 kg of poultry diet  containing 3 ppm halofuginone 
to  cause mortal i ty. A  report  of  this  study is included  as EA for 
Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA  130-951,  50 FR 33718, 
August 21, 1985, Appendix D-5. 

Halofuginone  hydrobromide is a potent antiprotozoal  agent  against  coccidia 
and has  action  against  other protozoal organisms (EA for  Halofuginone 
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Hydrobromide  for  Broiler  Chickens - NADA 130-951,  50 FR 33718, August 21, 
1985, Appendix D-18). Classic in vitro  screening  tests on protozoa  were 
not conducted;  however, several studies in animals  have been done  to 
determine if halofuginone is effective  against  some  of  the  protozoa  that 
are  pathogenic in animals. Ten  study  reports  were  summarized. 
Halofuginone  was  effective  against  Theileria.  Sarcocvstic, 
Leucocvtozoonosis and some  species  of  Babesia at doses  of  1-2 mg 
halofuginone/kg of body  weight. Dose  levels  higher  than  2-4 mg/kg of body 
weight  were  generally  toxic  to  the host  animals. This  work  demonstrates 
that  halofuginone is effective  against  protozoa  other  than  chicken 
coccidia. It has low  or no activity  against  various  gram  negative and gram 
positive  bacteria, EA for  Halofuginone  Hydrobromide  for  Broiler  Chickens - 
NADA 130-951, 50 FR 33718,  August 21, 1985, Appendix 0-6. The  application 
of  feces  from  chickens  treated  with  halofuginone did  not have  any 
significant  effect upon the nitrification. process in soil (EA for 
Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA  130-951,  50 FR 33718, 
August 21, 1985,  Appendix D-14). This  study  measured  the  effect  of  excreta 
from  chickens fed halofuginone at 3 ppm upon soil bacteria  nitrogen 
transformation. NH4+, N02- and N03-  were  followed  over  28  days in 
two  soils (a light  loam and a heavy clay)  with  or  without  excreta (3.5% 
incorporation  rate) kept at R.T. in the  dark. In both soils,  halofuginone 
residues  appeared  to  have no significant  effect upon the  production  of 
NH4+ and its subsequent  conversion  to NO?- and NO3-  (measured as 
micrograms N/g  soi 1 ) . 

8. Environmental effects  of  released  substances: 

The  acute oral toxicity  of  halofuginone  hydrobromide in mice  was  determined 
in a  study  conducted by the  drug sponsor. 120  mice  were used in this study 
and were  given  doses  of 2.5, 3.1, 4.9, 6.1 and 7.6 mg halofuginone  per kg 
of body weight in a  single  dose by oral intubation.  During  the  observation 
period of 8 days,  a record was kept of a1 1 mortal i ties and signs  of 
toxicity. Deaths  occurred in mice  treated at  3.1 mg/kg body weight and 
above. Autopsy  of  the dead animals  showed an affected  digestion  with 
proliferation  of  mucous in the stomach and the  presence  of  a  yellow  liquid 
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, i@@% in the  intestine.  Enlargement and hyperplasia  of  the  mesenteric  ganglia %@$g 
’ i -0 were  also  noticed.  After 7 days,  the  surviving  mice  looked and behaved 

normally.  From  this  study,  the  acute  median lethal oral dose (LD50) of 
halofuginone and its 95% confidence  limits  to  male and female  mice  were 
calculated  to be 4 .9  mg/kg ( 4 . 1  - 5 . 8  mg/kg) and 4 . 4  mg/kg ( 3 . 7  - 5 . 2  

mg/kg) respectively. 

The  acute oral toxicity  of  halofuginone  hydrobromide  to  rats  was  determined 
by the  drug sponsor. 100 rats  were used in this  study and were  given  doses 
of 17.0,   22.1,   28.7,   37.3 and 48.5 mg  halofuginone/kg of body weight in a 
single  dose by oral intubation. During the 8 day  observation  period, 
mortalities  occurred in all treatment  levels.  After 5 days,  wasting in 
animals  of  the high dose level was noted. Autopsy of dead  animals  showed 
the  stomach  to be affected by proliferation  of  mucous and the  presence  of  a 
yellow  liquid in the  intestine.  Hyperplasia  of  the  mesenteric  ganglia  was 
also noted. From  this  study,  the acute median lethal oral dose (LOso) of 
halofuginone and its 95% confidence  limits  to  male and female  rats  were 
calculated  to be 31 .0  mg/kg (25 .0  - 38.4 mg/kg) and 28.0 mg/kg (23 .3  - 33.6  
mg/kg) respectively. 

The  acute oral toxicity  of  halofuginone  hydrobromide in 5 week old chickens 
was  determined in a  study  conducted by Huntingdon  Research  Centre, 
Huntingdon, England. 35 chickens  were used in this  study and they  were 
given  doses  of 0.0, 5.0, 10.0,   15.0,   17.5,   20.0 and 22.5 mg halofuginone/kg 
of body wcight in a  single  dose by oral intubation.  The  chickens  were 
observed  for  a 14 day period with  mortalities  occurring in the  group  given 
17.5 mg halofuginone and above. All mortalities  were  recorded  between  days 
9 and 14 after  dosing. At doses  of 17.5 mg/kg and above  the  chickens 
became  listless and lethargic and food consumption  dropped as the  study 
progressed. All these birds  showed signs  of  emaciation and their  crops 
became very distended. A1 1 birds  were in poor condition and there  was  a 
complete  absence  of  adipose  tissue in birds  treated at the  higher 1 eve1 s. 
The  crops  were  gas  flled  with  a  complete  absence o f  solid material. All 
other  organs  appeared normal. From this  study,  the  acute  median lethal 
oral dose (LD50) of  halofuginone and its 95% confidence  limits  to 
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chickens  were  calculated  to be 17.6 mg halofuginone/kg of body  weight (15.7 
- 19.7 mg/kg) .The acute oral toxicity  of  StenorolR  premix  to  rats  was 
determined in a  study  conducted by Huntingdon  Research  Centre,  Huntingdon, 
England. 62 rats  were used in this  study and were  given  doses o f  0, 1, 
1.6, 2.5 and 4 grams Stenrol premix  per kg o f  body weight  administered in a 
single  dose by oral intubation.  During the  observation  period  of 14 days, 
a  record  was kept of all mortalities and signs  of  toxicity.  Death  occurred 
in rats  treated at 1.6 grams/kg and above  within 21 hours  to 7 days  after 
dosing. Autopsy  revealed  congestion and hemorrhage o f  the 1 ungs, palor  of 
the  liver and kidney and discoloration  of  the  spleen.  Recovery of  the 
survivors  as  judged by external appearance and behavior  was  apparently 
complete  within 5 days  of dosing.  From this  study,  the  acute  median lethal 
oral dose  (LD50) and its 95% confidence 1 imits  to  rats  of  Stenorol  premix 
were  calculated  to be:  1.5  (1.3 to 1.8) grams  Stenorol  premix  per kg body 
weight. 

Huntingdon  Research  Centre,  Huntingdon, England, conducted  a 24 month oral 
toxicity  study  with  halofuginone  hydrobromide  to  determine  the 
tumorgenicity  to  mice in long  term  dietary  administration.  The  study  was 
conducted in two  phases,  a  reproductive  phase deal ing with  the  reproductive 
performance  of an FO generation  covering  a period from  inception  to  weaning 
of  the 1 itters  of  the FO generation.  The  main  phase  of  the  study  dealt 
with  the F 1  generation  which lasted from  weaning until the  last  group  was 
sacrificed  after 100 weeks  of  treatment.  During  the  reproductive  phase, 
halofuginone  was fed at 0, 0.25, 0.5 or 1 ppm. During  the  reproductive 
phase, there  was no apparent  reaction  to  treatment.  The  performance  of 
treated  mice  was  similar  to  that  of  the  controls. During the  main  phase  of 
the  study,  halofuginone  was fed at levels  of 0, 0.03, 0.07, 0.14 mg 
halofuginone/kg  of body weight  per day. The high level dosage (0.14 
mg/kg/day) was fed during  weeks 1-14. The  halofuginone level for  this high 
dosage  group  was  increased  to 0.24 mg halofuginone/kg body weight/day for 
the  balance  of  the  study  after  week 14. During the  reproductive  phase  of 
the study, 80 males and 80 female  mice  were  assigned  to  each  dietary 
treatment. During the  main  phase  of  the study, 52  males and 52 female  mice 
were  assigned  to each dietary  treatment. At treatment 1 eve1 s o f  0.3 and 0.7 
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mg/kg/day, there  was  no  apparent  toxic  effect  of  halofuginone 
administration  during  the  course  of  the  main  phase of  the  study  when 
compared  to  the  control  group.  During  the 14 weeks  that  the high dosage 
group  received 0.14 mg/kg/day, there  was  no  apparent  reaction  to  treatment 
when  compared  to  the  control group. Increasing  the high dosage  group  to 
0.24 mg/kg/day from  15  weeks  to  termination  of  the  study  lowered body 
weight  gain  during  this  period,  impaired food utilization  efficiency and 
increased  feed  intake by females. No effect on spontaneous  tumor  incidence 
was  seen in any of  the  treatments.  Therefore,  under  the  conditions  of  this 
study,  halofuginone is  not a  carcinogen.  The  toxicological  no-effect level 
was  established as 0.07 mg  halofuginone/kg  body  weight/day. 

A 28  month oral toxicity  study in rats  was  conducted by Huntingdon  Research 
Centre,  Huntingdon, England to  determine  the potential tumorgenicity and 
toxicity  to  rats in long  term  dietary  administration. A total of  520  rats 
were  assigned  to 4 treatments  with 65 males and 65 females being alloted  to 
each  treatment group. The  dose  levels  of  halofuginone  were 0, 2.5, 5 .0  and 
10.0 ppm given in the feed. The  dose level of 2.5 ppm halofuginone 
produced  no  detectable  changes in clinical  signs, growth  hematology 
parameters,  urine  analysis,  nor in gross  pathology  or  histopathology. At 
the  5 ppm halofuginone  level, no detectable  changes  were  noted in any of 
the  parameters  except  for  alopecia in a  few  females  from  week  23 and lower 
values in erythrocytic  parameters in females at week 78. At the high level 
(10 ppm) of  halofuginone  administration, several observations  were  made 
related  to  the  experimental  treatment.  Reactions  to  the high level 
treatment  were  lower feed intake and lower body weight  gain  during  the 
initial phase  of  the  test  period,  alopecia in a  few  females,  lower 
erythrocytic  parameters in females,  higher  SGPT  values in some animals, and 
microscopic exami nat i on reveal ed increased  incidence  of  hepatocyte 
vacuolation and fat deposition in males and females  with  associated 
glycogen  depletion in females only. The  dosage  of  drug  intake by rats at 
the  low level (2.5 ppm) was  approximately  equivalent  to 0.1 mg 
halofuginone/kg body weight and approximately  the  equivalent to 0.2 mg 
halofuginone/kg  body weight at the  intermediate level (5 ppm). The 
no-effect level established  for  this  study is approximately 5 ppm 
halofuginone in the feed (0.2  mg halofuginone/kg  body weight). 
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A halofuginone  toxicity  study in beagle  dogs  was  conducted by Huntingdon 
Research  Centre,  Huntingdon, England in which 35 beagle  dogs  were fed 
halofuginone  for 26 weeks at levels  of 0.0, 1.25, 2.5 and 5.0 ppm 
halofuginone in the diet. The  results  of  this  study  indicated no marked 
adverse  effects on body  weight, food consumption,  clinical  signs,  water 
consumption,  ophthalmic  examinations,  testicular  function, blood value and 
no abnormalities on postmortem  examination  or  organ  weights.  The high 
level of 5 ppm may  have  resulted in a  slight  adverse  effect on food  intake 
by several animals in that  treatment.  The  mean  halofuginone  intakes in  mg 
halofuginone/kg body  weight/day were  approximately 0.08 for  the 2.5 ppm 
level and 0.16 for  the 5 ppm level.  The  toxicological  no-effect level in 
dogs  was  determined  to be 0.08 mg  halofuginone/kg  body  weight/day. 

A study  was  conducted in beagle  dogs  to  determine  the  potential 
antifertility  effects  of  halofuginone  hydrobromide by Hazelton 
Laboratories,  Vienna, VA. In this  study,  three  groups of 10 male  animals 
each  received  either 0, 2.5 or 5 ppm halofuginone  hydrobromide in the 
diet. The  dogs  were fed the  diets  from  the  time  the  dogs  were 
approximately 3 months old through  reproductive  maturity  (breeding age). 
There  were  no  statistically  significant  effects upon fertility  or  sperm 
count  data. In some  cases at the high level (5 ppm) there  was food  refusal 
and emaciation  of  the dogs. Because  there  was  a  numerically 
non-significant  lowered  fertility index for  the  treated  animals  compared  to 
the  controls, an a  numerically  non-significant  decrease in live - born pups 
sired by the  treated  animals  when  compared  with  the control animals,  a 
follow-up  study  was  conducted  with additional data being collected  from  2 
control dogs and 3 dogs each from 2.5 and 5 ppm levels. The  additional 
data  was  collected  after  the  dogs had been receiving  a basal diet  only  (no 
halofuginone  hydrobromide)  for  a  minimum  of  27  weeks.  The  data  included 
semen  analysis,  testicular  measurements and the  results  of  matings  to 
proven  females and gross  necropsy findings. No biologically  significant 
necropsy  findings  were noted.  Evaluation of  the  mating  results  indicated 
that all of  the  males involved were  able  to  sire  viable litters. Increased 
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sperm  counts  were  noted  for 1 dog each from  the  control  group and the 2.5 
ppm treated  group.  Decreased  motility and sperm  counts  were  noted  for  one 
2.5 ppm dog. A trend  toward  increasing  sizes  was  noted  for  the  testes  of 
all the  dogs  except  one  5 ppm dog  which had never  produced  viable sperm. 
These  results  indicate  that any possible  antifertility  effects  of  feeding 
halofuginone  hydrobromide  to  male  dogs  are  reversible  after  halofuginone 
feeding  has been discontinued. 

A study  to  determine  the  teratogenic  effect  of  halofuginone on rats  was 
conducted by the  Institute  for  Pharmacology and Toxicology,  Hannover,  West 
Germany. 100 rats  were used in this  study in which  halofuginone  was  given 
in two  different  tests. In the first test,  halofuginone  was  given in a 
single  dosage at 9.33 mg  halofuginone/kg of body weight  which  was 
administered by gavage on critical  days  during  pregnancy.  The  second 
halofuginone  test  was  a 10 day  administration of 6 ppm halofuginone in the 
feed corresponding  to  twice  the use 1 eve1 of ha1 ofuginone in broi 1 ers. The 
fetuses  were  recovered by section  for  the  investigation of  possible  damage, 
x-ray  procedures,  alinzarin  staining  of  skeletons and the  control  of  organ 
positions.  The  halofuginone  treated  rat  fetuses  were  compared  to an 
untreated  control,  to  a control group  whose  animals  received  only  a  single 
administration  of  water and to  a  group  given  cyclophosphamide,  a known 
teratogenic  substance. A careful  study of  the individual findings  showed 
no specific  teratogenic  effect in any of  the  rats  treated  with 
halofuginone.  Thus,  this  study resulted in the  determination  that 
halofuginone is not teratogenic. Thus, harmful effects  to  consumers  from 
possible  residues in poultry  meat is not to be expected  because  of  the 
4-day  withdrawal period in broilers and because  halofuginone  was  given at 
much  higher  than  the 3 ppm dosage level in broilers. 

A study  was  conducted by Huntingdon  Research  Centre,  Huntingdon, England, 
to  determine  the  effect  of  halofuginone on reproductive  function  of  the 
mouse  through 3 generations.  Halofuginone  was  given  continuously in the 
feed at levels  of 0, 0.25,  0.5 and 1.0 ppm to 4 treatment  groups  consisting 
of  15  males and 30 females in each treatment group. This  treatment 
regimenwas  followed  through  the 3 generation study. Throughout  the 3 
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generations,  the  parent  animals showed  no consistent  dosage  related  effects 
with  respect  to  reaction  to  halofuginone,  mortalities, food consumption, 
body weight  change,  mating  performance,  pregnancy  rats,  duration  of 
gestation  or  findings at terminal autopsy. Additionally,  the  litter  data 
collected  over  the 3 generations  which  gave  values  for  the  incidence  of 
total litter  loss,  litter  size,  cumulative pup mortality,  incidences  of 
abnormalities and microscopic  changes at terminal  autopsy  were not 
adversely  affected by any treatment at any  dosage.  Terminal  examination  of 
the F3 generation  showed no significant  differences  from  control  values in 
respect  to  organ  weights  adjusted  for body weight  or in respect  to  the 
incidence  of  macroscopic  or  microscopic  changes  recorded at the 
pathological  examination. 

Summary. 
The  compound  halofuginone  hydrobromide has an acute oral toxicity  of 
approximately 5 mg/kg in the mouse. This is equivalent  to an oral toxicity 
of  greater  than 800 mg/kg body weight  for  the  formulated product. Acute 
oral toxicity  of  the  premix has been determined to be 1.5 (1.3-1.8) grams 
per kg in the rat. 

The  toxicity  of  the  compound  has been assessed in lifetime  feeding  studies, 
in reproduction  studies, and in a  teratogenicity study. There has  been  no 
indication  of  insidious  toxicity  of  the  compounds.  The  toxicological 
no-effect level in the  most  sensitive  mammalian  species  (mouse) is 0.07 

ms/  kg/d aY * 

The  following  studies  were  conducted  to  determine  the  phytotoxicity  of 
halofuginone: 

Four  species  of  plants  (cucumbers,  tobacco,  tomato and lettuce)  were  tested 
in a  preliminary  toxicity  test with the  equivalent of  halofuginone  doses  of 
480,  240,  120 and 60 grams  per hectare. These  doses  are  approximately 0 .2 ,  
0.1,  0.05, and 0.03 ppm. While no quantitative  measures  were  taken, 
observers  visually  determined  that all treatments  were  similar  to  controls 
throughout  the  42-day  test period. The  investigators  further  studied  the 
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effects of  manure and bedding from  chickens fed 3 and 6 ppm halofuginone on 
. *\-. . 9 tobacco.  Application  rates  were  from 10 to 80 tons  manure  per hectare. 

Some  leaf  curling,  other sublethal effects, and mortalities  were  observed 
during  the  56-day  test  period in both treatments and controls,  which  was 
ascribed to  effects  of  the  chicken  manure and bedding,  rather  than  to 
effects  associated  with  halofuginone. (EA for Halofu'ginone Hydrobromide 
for  Broiler  Chickens - NADA 130-951, 50 FR 33718,  August 21, 1985,  Appendix 
D- 17). 

A  seed  germination and a  seedling  growth  study  was  conducted  using 0, 24, 
96, 683,  989 and 1430 ppm halofuginone  hydrobromide and corn,  cucumbers, 
wheat and soybeans as test  organisms (EA for  Halofuginone  Hydrobromide  for 
Broiler  Chickens - NADA 130-951, 50 FR 33718, August 21,  1985, Appendix 
D-19). For  the  germination  trial, 6 replicates  of  50  seeds  each  were 
germinated  for  each  crop  type and the  number  of  seeds  germinated by days 2,  
3, 5, 10 and 12  were  recorded. In the  seedling  trials, 6 rep1 icates  of  25 
seedlings  were  grown and the  average  shoot  length (mm), average  root  dry 

, .  .'. weights (mg), and average  shoot  dry  weights (mg) at days 5, 7, 10, 14, 21 
were  recorded.  Only  data  from  the final time period  (day 12  for 
germination and day 21 for seed1 ings) were analyzed. 

Seed  Germination  Trials. 

Each crop  type  was  analyzed separately. Percent  germination  was  computed 
and, because  most  values  were  greater  than 70%,  an arcsine  transformation 
was used  on the data. An analysis  of  variance  was  computed  with  effects 
for blocks, treatment and error. 

All main effects  for  treatment  were  significant at P <.02 for all 4 crops 
and all had significant  linear  or  quadratic  trends. It was in the  24 ppm 
dose  group  that  most  of  the  departures  from  the  trend  occur.  The 
variability  from  dose  to  dose is not consistent, but there is no  general 
pattern  of  inconsistency.  There  seems  to be no  logical basis  for  the  sharp 
upward jump  from  the 989 to  1430  dose  for  cucumber and corn. 

-. 
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Seed1 i ncl Growth Tri a1 s .  

Each crop  type  was  analyzed  separately.  Shoot  length at 21 days  and  dry 
root and shoot  weights at 21 days  were all analyzed by analysis  of  variance 
with  effects  for blocks, treatment an error. All main  effects  for 
treatment  were  significant at P <.03 except  shoot  dry  weight  for  corn ( P  = 

.56) and P = . 07 ) .  However, no consistent,  understandable  dose  response 
relationship  emerged  either  across  crop  for any one  variable,  such  as 
average  shoot  length,  or among variables  within  a crop. Variability  again 
was  erratic. 

5 

Summary. 
The  dose  titration  data coll ected  for seed germination and seed1 ing growth 
for  corn,  cucumbers,  soybeans and what  has  highly erratic  variability and 
few  consistent, logical relationships  between  response and dose  can be 
established.  There is evidence  of  a  downward  linear  or  quadratic  trend  for 
germination  for a1 1 crops but its credi bi 1 i ty is hampered by sharp, upward 
jumps in germination at the  highest  dose  for  corn and cucumbers.  There are 
generally overall significant  differences among treatment  groups but these 
differences  are  difficult  to interpret. 

Given  that  the  doses  of  halofuginone  applied  were  far  above  the  expected 
0.022  ppm in agricultural soil and the  3 ppm observed in chicken  excreta, 
it is unlikely  that  adverse  effects on the  test  species will be observed 
due  to  the  use  of  manure  from  halofuginone-treated  chickens as soil 
amendments . 

The  LC50 o f  ha1 ofuginone  hydrobromide to earthworms (Ei senia  foetida)  was 
determined.  The  theoretical  LC50 for the  test  species  exposed  to 
halofuginone  hydrobromide  for 14 days is 240 ppm with 95 percent  confidence 
intervals  of  189-304 ppm. The theoretical LC50  for  the  test  species 
exposed to halofuginone  hydrobromide  for 28  days is 190 ppm with 95 percent 
confidence  intervals  of  148-224 ppm. Studies  have been conducted in three 
laboratories  to  determine  the  aquatic  organism  toxicity  of  halofuginone. 
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A  study  of  acute  toxicity in carp  (CvDrinus  carDio1 in a  72  hour  test 
resulted in determination  of  median lethal tolerance  of 0.3 - 0.7 ppm 
(mg/liter), EA for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA 
130-951,  50 FR 33718, August 21,  1985, Appendix  D-9.  This  was  a  static 
test in 20  liter  tanks (at 21 & 2OC) testing  a  halofuginone  concentration 
series  of 0.01, 0.07, 0.1, 0.3, 0.7, 1.0, 3.0, 7.0 and 10 ppm (mg/liter). 
The  48-hour  TL50  was 0.7 ppm with 95% confidence  limits  of 0.3 to 1.0 
ppm. At 72 hours a1 1 doses 2 0.7 ppm caused 100% mortal i ty and a1 1 doses 5. 
0.3 ppm showed 0% mortal i ty. Therefore,  a  presumed 72 hour  TLm  would be 
between 0.3 and 0.7 ppm. 

Halofuginone  was used in a  comparison  of several veterinary  drugs in 
studies  conducted at the National Institute  of  Public  Health,  Laboratory 
for  Toxicology,  the  Netherlands. In this  study,  halofuginone  was  shown  to 
have  a 48 hr. LC50 in the  rainbow  trout  JSalmo  qairdneri)  of 2.9  mg/l 
with 95% confidence  limits  of 2.1 to 3.8 mg/l, in the  guppy  ILebistes 
reticulatusl  the 48 hr. LC50  was 1.6 mg/l (1.3-1.9 mg/l) and the 48 hr. 
LC50  for  DaDhnia m a m a  was 0.018 mg/lg  (0.015 - 0.021 mg/l). The  study 
also  included  results on the  acute  toxicity  testing using green  algae, 
Chlorella  Dvrendoisoda, in which  the  growth  inhibition  EC50  was found to 
be 46 mg/l, EA for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA 
130-951,  50 FR 33718,  August 21, 1985, Appendix D-10. Halofuginone  was 
listed as being very toxic in these studies. 

The  acute  toxicity in the  DaDhnia m a m a  was  confirmed in a  recent  report  of 
studies  conducted at Analytical Biochemistry  Laboratories, Inc., (EA for 
Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA 130-951,  50 FR 33718, 
August 21, 1985, Appendix D-11), with the 48 hr. LC50  test (at 2Ooc) 
using halofuginone  concentrations  of 0.01, 0.018, 0.032, 0.056 and 0.1 
mg/l.  D.O. and pH measures  were  within  adequate ranges. The  48-hr. 
LC50~as 0.02 mg/l and the 95% confidence interval was 0.017-0.023 mg/l. 
Studies  also  have been reported  for  the  acute  toxicity in the bluegill 
sunfish  giving  a 96 hr LC50  of 0.12 mg/l (EA for  Halofuginone 
Hydrobromide  for  Broiler  Chickens - NADA 130-951,  50 FR 33718,  August 21, 
1985,  Appendix D-12). The bluegill (LeDomis  macrochirus)  test  was  a  static r"? 
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96-hour  LC50  test (at 22OC) using halofuginone  concentrations  of 0.10, 
0.18, 0.32,  0.56 and 1 mg/l. The D.O. and pH measures  were  within  adequate 
ranges.  The  96-hour  LC50  was 0.12 mg/l and the 95% confidence interval 
was 0-0.18 mg/l. Antimycin  A  was also  used as a  reference  toxicant and the 
bluegill results  were  within  the 95% confidence  intervals  published in the 
scientific  literature. In the  rainbow  trout  the 96 hour  LCsO  was 
reported as  being 1.8 mg/l,  EA for  Halofuginone  Hydrobromide  for  Broiler 
Chickens - NADA  130-951,  50 FR 33718, August 21, 1985,  Appendix D-13. The 
rainbow  trout  (Salmo  qairdneri)  test  was  a  static  LC50  test (at 12OC) 
using  halofuginone  concentrations  of 0.32,  0.56, 1.0, 1.8 and 3.2  mg/l. The 
D.O. and pH measures  were  within  adequate ranges. The  96-hour  LC50  was 
1.8 mg/l and the 95% confidence interval was 1.0-3.2  mg/l. Antimycin A was 
also used as  a  reference  toxicant and the  rainbow  trout  results  were  within 
the 95% confidence  intervals published in the  scientific  literature. 

Two  studies  (EA  for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA 
130-951,  50 FR 33718,  August 21, 1985, Appendix D-20) were  conducted  to 
determine  the  LC50  of  halofuginone  to  earthworms  (Eisenia  foetida) in 
artifical soil. In the first  study, mortality  was  too high in the  controls 
and too  low in the  treated  groups  to  determine  the LC50. In the  second 
28 day  study,  the  determinative test was  conducted by adding  halofuginone 
hydrobromide  to  the artifical soil at concentrations  of 0, 1.0, 10.0, 25.0, 
50.0, 100.0, 200.0 and 400.0 ppm. This  study  was  conducted  using  Eisenia 
foetida  (the  common  dung  worm) and the  theoretical  LC50  for  the  test 
species  exposed  to  halofuginone  hydrobromide  for 14 days is 240 ppm with 95 
percent  confidence  intervals  of  189-304 ppm. The  theoretical  LC50  for 
the  test  species  exposed  to  halofuginone  hydrobromide  for 28 days is 190 
ppm with 95% confidence  intervals of 148-224 ppm. Individual worms  that 
survived  halofuginone  exposures  greater  than  or equal to  the  28-day LC50, 
showed sublethal effects in the form of  weight loss. The  LC50  was 
calculated using the  Litchfield and Wilcoxon method. The  28  day  LC50  for 
halofuginone is 8,636  times  the highest estimated  concentration  of 
halofuginone  that will be found in the soil (0.022 ppm) following  the use 
of  litter as fertilizer. No differences in mortality  over  the  controls 
were  observed until the soil concentration  of  halofuginone  was  over 50 ppm 
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(2,273 times  the  highest  estimated  concentration  that will actually be 
found in the soil). 

ANTICOCCIDIAL  PROPERTIES 

The  anticoccidial  efficacy  of  halofuginone  hydrobromide  has been determined 
in battery  studies and floor  pen  experiments.  These  have  included  studies 
with  negative  controls and comparisons  with  other  cocciciostats.  Studies 
included  challenge  with  isolates  of a1 1 common  species o f  coccidia. 
Halofuginone  hydrobromide  was  determined  to be effective  when  included in 
the  diet  of  chickens at a  concentration  of 3 ppm. 

Included in the  studies  are  coccidia  isolated  from  chickens  having  symptoms 
of  infections  from  coccidia  resistant  to  currently used coccidiostats. 
Halofuginone  hydrobromide  has been effective  against  these  organisms. 

The  new animal drug  has been used since  1985 in the  major  broiler  areas  of 
the  United  States.  Aprroximately  one  billion  broilers  have been treated in 
the United States  since 1985. It also  has been used under practical 
conditions in countries  outside  of  the  United  States in the feed of 
approximately  six  billion  broiler chickens. 

METABOLISM BY TARGET  ANIMALS 

In studies  of  the  excretion and tissue  distribution o f  radiolabeled 
halofuginone  with the labeling both in the  quinazolinone and the  piperidine 
moiety, it has been shown that the highest concentration  of  radioactivity 
occurred in the 1 ivers and kidneys  of  treated birds. Tissue  depletion 
studies  have been conducted, and compared metabol ic fate  studies  were 
conducted  with  the  most  sensitive experimental animal species used in the 
life-time  feeding  studies.  There has been no evidence  of build up of 
residues in the  edible  tissues  of  chickens  treated  with  the  drug, and there 
are no residues  of  toxicological  significance in the  tissues  of  chickens 
following  the  feeding  of  broilers  diets  containing  the  new animal drug, 
followed by a  four  day withdrawal  from the  medicated feed. 
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Excretion  of  radioactivity  after oral doses  of  14C-halofuginone  to 
chickens is approximately 50% of  the  dose  during  the  five  days  after 
administration.  The  liver is the organ with  highest  concentration  of 
residues  of  the  drug  or  metabolites  of  the drug. The  depletion o f  residues 
from  the  liver is rapid  with  a  half  life of  one  to  two days. Comparison  of 
the total radioactivity and halofuginone in chicken  liver and kidneys  shows 
that  halofuginone is the  major portion (69-90%) of  the total residue at  all 
times.  Metabolites,  therefore,  make up approximately 10-31% of  the total 
residues in chicken  liver and kidney. Because  halofuginone  was  the  highest 
single  major  tissue  residue  component, it was  chosen as the  marker  residue 
and the  liver  the  target organ. 

Biliary  excretion is the  major  route  of  disposition  of  halofuginone  from 
chickens. A small amount  of  halofuginone  may be disposed  of by chickens 
via enterohepatic  circulation. A major  component  of  the  bile is a 
conjugated  form  of  halofuginone  resulting  from  the  addition  of an unknown 
endogenous  component.  The  formation o f  this  conjugated  form  (metabolite) 
is considered  to be a  detoxification  process  which  assists in the 
elimination  of  halofuginone  residues  from tissues. The  next  largest 
fraction  found in the bile was halofuginone. 

The isolated major  chicken bile metabolite and halofuginone  were 
derivatized  with  trifluoroacetic anhydride. The  results  indicated  that  the 
metabolite  forms  a  trifluoroacetyl  derivative  which is thermally  unstable 
and is converted  to N-trifloroacetyl-halofuginone during  mass  spectroscopic 
examination.  The  metabolite may be a  ring-opened  form  of  halofuginone 
which  under  certain  conditions may  undergo cyclisation  to  give  the parent 
compound  (see  attached  Figure 1 of  the  mass spectral fragmentation  of 
halofuginone and its trifluoroacetyl derivative). 

Tissue  concentrations  of (14C-piperidine)-halofuginone were  compared  to 
equivalent  doses  of (14C-quinazolinone)-halofuginone and were  found  to be 
similar. These  results  show  that  extensive  metabolism  of  halofuginone into 
components  containing only the  piperidine  or  quinazolinone  moieties  does 
not  occur. 

24 



0 0 0  t b l  

FIGURE 1 

:. 
Mass  spectral  fragmentation  of  halofuginone and its trifluoroacetyl  derivative. 
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Two  major  radioactive  components  were found in chicken  excreta,  one 
corresponding  to  halofuginone (64% extract  radioactivity) and another (24% 
extract  radioactivity)  which  was  slightly  less  polar  than  halofuginone. 
These  were  also  the  major  radioactive  components in chicken bile. 

Based  on these  studies,  we  have  concluded that: 

0 

0 

0 

0 

0 

0 

Halofuginone is essentially not metabolized  into  component parts, 
i.e.; piperidine or quinazolinone moietes. 

60-65%  of  the  radioactive  components  found in chicken  excreta is 
halofuginone. 

The  half-life  of  halofuginone  residues in chickens is 4-5 days. 

Halofuginone  was  the  highest  single  tissue  residue  component and was 
chosen as the  marker residue. Liver  was  chosen  as  the  target organ. 

Halofuginone is excreted  from  the body through  the  bile as a 
conjugated  form  of  halofuginone.  Conjugation is a  detoxification 
process  rendering  the  compound  less  biologically active. 

Residues  of  halofuginone  do not accumulate in chicken  tissue. 
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Studies  were  conducted on the  metabolism of halofuginone  hydrobromide in 
rats and sheep fed excreta  from poultry that had been dosed  with  the 
compound. In the  rat  study,  the  fate  of 14C labeled  compound  during  a 6 
day  feeding  period and a 10 day withdrawal  period  was  observed.  The  major 
excretion  was by feces  with  the  minor  portion being excreted via urine. 
Accumulation in rat  tissues did not occur  to  any  significant  degree.  Lambs 
consumed  a  diet  composed  of 60% excreta  from  treated  birds  for 16 days. 
Analysis  of  the  tissues  of  halofuginone  was  conducted and no  edible  tissues 
contained  detectable  levels  immediately  after  the  feeding  period,  or  from  5 
to 10 days  post-withdrawal.  These  studies  indicate  that  halofuginone and 
its metabol i tes wi 1 1  not  accumulate in other  species. 

The potential for  halofuginone  to  bioaccumulate in organisms in the 
environment  was  tested by determining  the  n-Octanol/water  coefficient  of 
halofuginone (EA for  Halofuginone  Hydrobromide  for  Broiler  Chickens - NADA 
130-951,  50 FR 33718, August 21, 1985, Appendix D-16). The  partition 
coefficient is expressed as: 

1 =  
KO, 

~2  (n-octanol) 

C (water) 

IK,, = Parti tion  coefficient 

‘C = Halofuginone  concentration 

The  n-Octanol/water  partition  coefficient  for  halofuginone  was  found  to 
be: KO, = 23.4 (log KO, 1.369). The  study  was  conducted in a PH 5.0 
buffered  solution.  This KO, i s  further  supported by  an estimation 
procedure based on a  halofuginone solubil i ty of 3000 ppm. The log KO, is 
estimated to be 2.622 (Chiou, 1982). Both the  experimental KO, and the 
estimated KO, indicate  that  halofuginone  has  a  low potential to  partition 
into 1 ipid material.  The  estimated  bioconcentration  factor  using  the 
method  reported by Veith, et a1 (1980) is 0.780. Therefore,  its 
bioconcentration potential is expected to be  low. 
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9. Use of  resources and energy: 

Natural resources.  The  effect  of approval of  the NADA will be to  provide 
an alternative  medication  for  prevention  of  coccidiosis in replacement  cage 
laying  chickens and replacement  broiler  breeders.  The  active  drug 
concentration is 3 ppm in the  diets  of  poultry,  which is far  less  than  the 
amount  of  any  drug  substance  now  employed in the  prevention of 
coccidiosis. No irreversible and irretrievable  commitment  of  resources 
will be involved if the  proposed  action  should be implemented. 

This  action will not require any significant  use of  the  environment.  There 
are no expectations  or  evidence  to  expect  short-term  or  long-term effects. 
Therefore,  there is expected  to be no effect upon the  depletion  of natural 
resources  due  to  manufacture  of  the drug. 

Energy. The  indirect  effect  of approval of  this  NADA will be a  saving  of 
energy by prevention  of  loss  of birds due  to  strains  of  coccidia  which  may 
be resistant  to  a  previously used coccidiostat. 

Environmental impact of  the  manufacturing process. 

1. An  outline  of  the  manufacture  of  the  product is included in Section 5 
of  the NADA. The  synthesis  of  the  new  drug  substance is contained 
within  the  manufacturing facility. 

2. The  article will be manufactured in FRANCE  then  coated in DENMARK. 
Pre-mix  opekations will be conducted  within  the  United  States, and 
such  operations will be in full compliance  with  federal,  state, and 
local emission  requirements.  The  pre-mixing  operation is expected  to 
be contained and there is no waste  products  produced. 
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3. The  sponsor  of  this  new animal drug  application  certifies  that any 
emissions  resulting  from  the  manufacture  of  the  article will be in 
full compliance  with  the  appropriate  regulations  of  the  country of 
manufacture.  Pre-mix  operations will be in  full compl iance  with 
federal,  state, and local emission  requirements  (Attachments I, 1 1  
and 111). 

10. Mitigation  measures: 

In light  of  the  data  presented above,  no mitigation  measures  are  necessary 
except  a  warning  statement on the premix label describing  halofuginone as a 
potential skin  irritant  to  humans and halofuginone's potential toxicity  to 
f i sh and aquacul  ture. 

There  are no  known significant  adverse  environmental  effects  related  to  the 
manufacture and use of  the  new drug. The  drug  has been produced  for  use in 
44 countries, and over 20,000 tons  of  the  drug  have been produced  without 
reported  adverse envi ronmental  effect. 

11. Alternatives  to  the proposed action: 

The  only a1 ternative  to approval of  the  New Animal  Drug Appl ication, is 
non-approval.  This would mean  that  the  poultry  industry  would not have  the 
choice  of use of  this drug. The drug nay be especially useful in those 
cases  where  resistance  of  coccidia  to  other  drugs is of  significance. 
Development of  resistance  to  existing  coccidiostats is probable, and it is 
desirable  to  have  alternative  coccidiostats  available. 

This  drug will have the effect of providing an alternative  means  of control 
of  coccidiosis in poultry. It is  well recognized  that  coccidiosis is  an 
endemic  disease and the only suitable  methods  of control is through drugs. 
Without  use  of  coccidiostats  there is no practical or  efficient  method  of 
producing  broiler  chicken meat for human consumption.  Broiler  chickens are 
one  of  the  most  efficient  producers  of high value animal protein. 



No objections  have  been  raised by  an agency,  organization,  or indi 
The  drug  has  a  history of  safe  manufacture and use in France. It 

vidual. 
has  been 

authorized by that  government  for  manufacture, and has  been authorized  for 
use in European  Economic  Community  countries  since 1977. Halofuginone 
hydrobromide  has been  used without  incident  for  broiler  chickens in United 
States  since 1985. 

It is the sponsor's position  that  this  action will not  require  the 
preparation  of an environmental  impact  statement. It is the sponsor's 
belief  that  there is no  significant  risk  associated  with  the  proposed 
action. We  have  demonstrated in the  application  the  usefulness o f  
halofuginone  as an aid in the  prevention of  coccidiosis  caused by E. 
necatrix, E. tenella, E. acervulina, E. brunetti, 5. mivati  and 5. maxima. 
The  significant  benefits  cf approval of  this NADA  far  outweigh  the 
potential  risks. This  new animal drug application  contains  analytical 
methods  for  residues,  including  studies  to  determine  the actual levels  of 
residues in the  edible  products  from  birds fed feeds  containing 
halofuginone  hydrobromide. It is concluded  that  the  residues  of 
halofuginone  are not of toxicological  significance  when used as labeled. 
The analytical  methods  are  adequately  sensitive  to  measure  residues of  less 
than 30 parts per  billion. 

12. List of preparers: 

Lawrence E. Deetz, Ph.D. 
Research  Nutritionist 
Product  Development & Registration 
Hoechst-Roussel  Agri-Vet  Company 

Robert J. Grant, Ph.D. 
Group  Manager, Nutritional  Research 
Product  Development & Registration 
Hoechst-Roussel  Agri-Vet  Company 

John McCl ain 
Manager,  Drug  Regulatory  Affairs 
Product  Development & Registration 
Hoechst-Roussel Agri -Vet  Company 
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. .  13. Certification: 
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The  undersigned  peZitioner  certifies  the  information  furnished in this 
Environmental  Impact  Analysis  Report  to be true,  accurate and complete  to 
the best of his  knowledge. 

Lawrence E .  Deetz 
Research  Nutritionist 

I . .  

June 1991 
039EIAR2 
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ENVIRONMENTAL  ASSESSHENT  REPORT 
(Halofuginone  hydrobromide) 

February 1991 

2. NAME OF APPLICANT 

Roussel  Uclaf 

3. ADDRESS 

35, bd. des  Invalides 
75007  Paris 
FRANCE 

4. DESCRIPTION OF TEE PROPOSED ACTION 
-. .'* 

.̂  . .  . .. & 
- . .  Manufacturing  site 

The  production  site for halofuginone  hydrobromide is : 

ROUSSEL UCLAF  Plant 3 
31,  quai  Armand  Barbgs 

69250  NEWILLE-sur-SA6NE 

FRANCE 

The ROUSSEL UCLAF Plant 3 is  located  on  the  eastern  side of a big river 
(the  Sabne)  about 18 km north of Lyon. 

n 

, - - z  



ENVIRONMENTAL ASSESSHENT REPORT 
(Halofuginone  hydrobromide) 

Environmental  protection 

The  Roussel  Uclaf  Plant 3 which is involved in the  production of 
halofuginone  hydrobromide operates with all technical  means  required to 
protect,  preserve  and  enhance the  quality  of  the environment as specified 
by the French  Law  in the fields of environmental  protection  and 
occupational  hygiene. 

The  ROUSSEL UCLAF Plant 3 is located on the eastern side of a  big river 
(the  Sabne)  about 18 km north of  Lyons. 

All the effluents  emitted  at this  site are  controlled and treated  if 
required,  prior to be discharged into the  natural  environment  (atmosphere 
or river). 

(See  the flow-sheet  of the  effluents at the  site of Neuville). 

- Treatment of the  liquid effluents 

. Incineration 

The  incineration  unit  allows the destruction  of  the  portions  of 
polluted solvents which cannot be submitted  to recovery  operations. 
They are used a s  combustible for  the destruction of  the  aqueous 
effluents  having a high COD value. 

The  operating  conditions  are adjusted  to produce  complete  combustion, 
with a flame  kept permanently at a temperature  above 95OOC. The 
introduction  of a  controlled amount of air  constitutes an oxygen 
supply  sufficient to reach the completion of the  combustion. 

The  gas  resulting  from the  combustion  is then  washed to eliminate the 
salts and  to  lower the  temperature  prior to  release  into  the 
atmosphere. 

(See  the  diagram  of  the incineration  facilities). 

, Physico-chemical pre-treatment 

The  physico-chemical pre-treatment facilities  receive a part of  the 
aqueous  effluents emitted  during  the manufacturing  operations  (The 
remaining part is transferred  directly  to  the incineration 
facilities). 

This  pre-treatment is  aimed  at  eliminating the  mechanical  impurities, 
at neutralizing and at de-sanding  the effluent  intended  to be treated 
biologically. 



ENVIRONMENTAL ASSESSMENT REPORT 
(Halofuginone  hydrobromide) 
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These preliminary operations  are  followed by a  homogenization and by 
a  flocculation  allowing the elimination  of the primary sludges 
containing mainly mineral  impurities. 

(See  the  diagram of the  physico-chemical  pre-treatment facilities). 

. Biological treatment 
The  pre-treated  effluents  are  homogenized again and submitted to a 
biological treatment performed in 2 aerated pools. A bacterial 
fermentation develops which allows to eliminate the pollutants. 

Prior to discharging the treated water into  the  river, the sludges 
constituted by the biological mass  are  decanted, partly recycled, and 
partly filtered to  be transferred to an authorized  waste  disposal 
site. 

(See  the  diagram of the biological treatment facilities). 

The  quality of the treated water  is  controlled on site permanently. 
In addition it is  also tested externally at regular intervals. 

- Treatment of  the gaseous effluents 

The  gaseous effluents emitted by the boiler plant (operating with 
natural gas exclusively) and by the incineration facilities are 
controlled at regular intervals. In addition, the gaseous effluents of 
the incineration facilities are submitted to washing operations prior 
to be discharged into the atmosphere. 

As regards the gaseous effluents emitted  during the manufacture 
operations, they are treated at the source by applying  appropriate 
means, depending on the nature of the pollutant. 

Depending upon their quality, the solvents  are  either recycled or 
destroyed in facilities agreed by the French  Government Authorities. 

The aqueous effluents undergo  a treatment adapted to  their composition 
and then  are transferred either to the biological treatment station, or 
to the  incineration facilities. 

The solid wastes  are transferred to agreed  waste disposal sites. 

In addition, the personnel in charge of  the  manufacture is required to 
operate at any stage of the chemical and  pharmaceutical process in 
conformity with the  rules  prescribed by the Ministry of Labor and 
governing  occupational  hygiene and safety. 
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Flow-sheet of effluents  at  the  site of Neuville 

A T M O S P H E R E  

I 
Gaseous 
e f f l u e n t  

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

BOILER 
PLANT 

I 
I 

Treated Recyc 1 ed Treated 
gaseous  gaseous 
e f f l u e n t  

so lvents   e f f luent  

I 
I 
I I 
I t7 
I 
I 
I 
I 
I 
I 
I 
I 
I PRODUCTION 
I PLANT 
I 
I 
I 
I 
I 
I 

LOCAL 
TREATMENT 

I 

I 

I 

BIOLOGICAL 
TREATMENT 

e 

0 Treated 
Sludge water 

W A S T E  O I S P O S A L  S I T E  R I V E R  



, .  
. .  . 

I ' .  
- -  

ENVIRONMENTAL  ASSESSMENT  REPORT 
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Physico-Chemical  pre-treatment  facilities 
(Neuville-sur-SaBne) 
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Biological  treatment  facilities 
(Neuville-sur-Sa6ne) 
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Incineration  facilities 
(Neuville-sur-Sa6ne) 
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6. INTRODUCTION OF SUBSTANCES INTO THE ENVIRONMENT 

6.1. Substances  expected  to be emitted 

The  following  effluents  are  produced  at  the  various  steps Of the 
synthesis. 

(See  attached  tables) 
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SUBSTANCES EXPECTED TO BE MITTED 

Step 1 

Preparation of intermediate I 

- 
I 
I 
I 
I 
I 
L 
I 
I 
I 
I 
L 
I 
I 
I 
I 
I 
I 
I 
L 
I 
I 
I 
I 
I 
I 
I 

. I _  
I 
I 
I 
I 
I 

I 
I 
I 
I 
I 
.I 
I 
I 
I 
I 
.I 
I 
I 
I 
I 
I 
I 
I 

.I 
I 
I 
I 
I 
I 
I 
I 

_I 
I 
I 
I 
I 

.I 

I 
EFFLUENT I 

I 
I I I . AMOUNT- 

I I I 
I I I 

Lower  phase  of  the  mother I I I 
liquors  of  filtration  and I I I 300 L 
washings  after  neutralization 1 I I 

Liquid I Gaseous I Solid I (per  batch) 

I 
I I I 

I 
Water  of  the  vacuum  pump  used I I I 
to  distil  chloroform  in I I 
the  treatmenc  of  mother I I I 13 000 L 
liquors of filtration  and . I I I 
washings I I I 

I I I 

DE-POLLUTION 
TREATMENT . 

Incineration 

Clean  water 

I I 
I I 

Concentrate  after  chloroform I I 
distillation I I 

Concentrare  residue  diluted 1 
with  water . I .  . I  

I I .  
I 

I I 
. . - I  

I 
I- 
I 

Reflux  methanol  of I I 
dehydration I I 

I I 
I 

Biological 
treatment 2 500 L 

.I_ 
I 
I 

300 L Incineration 



Step 2 

Preparation of intermediate XI 

I I I I 
I EFFLUENT I I 
I 

I 
I I 

I I I I AMOUNT I DE-POLLUTION I 
I 

I 
I 

Liquid I Caseous 1 Solid I (per  batch) I TREATMENT I 
I I 1 I I I 

I I I I I 

1 Sodium  hydroxide  solution 
I for.. the  washing  of  the 
I empty containers of a l l y l  
I chloroforrmte 

I I I I 
I I 
i 

I Biological I 

I 
I 350 L 1 treatment I 
I I I 

I 
I Spent  aqueous  phase 
I 

I 1 I I 
I 1 7 000 L I Biological I 
I I I treatment I 

I 
I Water of the  vacuum  pump  used 
1 to distil  chloroform 

I I I 
I 
I 

1 35 000 L I Clean 
I I water 

I I 
I Washing  with  demineralized I 
1 water  of  the  regenerated I 
I chloroform I 

I I I 
I I Biological I 
I 900 L 1 treatment I 
I I I 

I I I 
1 Washing  of  distilled I I 
I chloroform  with I I 
1 - water  demineralized I I 
I - methanol I I 

I I I 
I 
I 

I Biological I 

I 1 000 L I 
I treatment 1 

I 
I 250 L I I 
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SUBSTANCES  EXPECTED TO BE EMITTED 

Steu 3 

Preparation of  halofuninone  hydrobromide 

0 0 0  I 8 8  

I EFFLUENT I I I 
I I I I 
I I I I AMOUNT I DE-POLLUTION 1 
I Liquid I Gaseous 1 Solid I (per  batch) I TREATMENT I 
I I I I I I 
I I I I I I 
1 Aqueous  phase  after I I I 2 400 L I Biological I 
I chloroformic  extraction I I I 
I 

I treatment I 
I I 

I I I I I I 
I Washing  of  thm  chloroformic I I I I Biological I 
I phase  with a sodium I I I 3 000 L I treatment I 
1 hydroxide  solution I I I I I 
I I 
I I I I I I 

I I I I 
I I I I I I 

I I I 1 
I I I 

I Acid  washing  of  the  chloro- I I I I Biological I 
I formic  phase I I I 700 L I treatment I 

1 Washing  of the filter I I I 1 000 L I Biological I 
I treatment I 

I I I I I I 
I Mixture 
I chloroformlallyl  bromide 
I 

I I Transfer  to I 
I 800 L I a waste I 
I I disposal  site I 

I I I I I I 
I I 
I Aqueous  washing  of  distilled 1 
I chloroform I 

I I I 

I I treatment I 
I 1 600 L I Biological I 

I I I I I I 
I I I I I . I  

I I I I 

I Aqueous  mother  liquors  and I I I 6 000 L 1 Biological 1 
I washings  of  filtration I 1 I I treatment I 
I I I I I I 
I Water  of  the  vacuum  pump for I I i 19 000 L 1 Clean  water I 
I drying I I I I I 
I I 
I I I I I I 
I Distillation  concentrate 1 I I 1 200 L I Biological I 
1 resulting  from  the  treatment I I I I treatment I 
I of  the  alcoholic  washings of I I I I I 
1 the  precipitates I I I I I 
I I 
I I I I I I 

1 Excess I I I I 
I hydrobromic I I 98 L I Neutralization I 
I acid I I 1 column I 

I I I I I i 
I I I I I I 
I I 
I I 
I I 
I I 

I Residue of I I Transfer to a I 
I filtration I I waste  disposal I 
1 of  the I 140 kg I site I 
I chloroformic I I I 

' I  I I solution  of I I I 



ENVIRONMENTAL  ASSESSHENT  REPORT 
(Hhlofuginone  hydrobromide) 

6 . 2 .  Controls exercised 

AT THE  ROUSSEL  UCLAF  Plant 3 at NEWILLE 

- Controls exercised on the liquid effluents 

The liquid effluents  are  controlled by the plant laboratory 
specializing  in  de-pollution testing according to methods  described  in 
the AFNOR ( * )  recommendations  (French  specifications)  and  adapted to 
the various  types of concerned  materials. 

In addition, an outside laboratory agreed by the French  Ministry of 
Environmental  Protection  is in charge of performing ever:: three  months 
a  full  analysis  of  homogeneous  samples of liquid eff--;nts. 

Two types of liquid effluents  are  emitted at the site of Neuville : 

. the liquid effluents resulting from the biological treatment and 
discharged  into the SaBne river 

. the water used for  cooling and discharged  directly  into the SaBne 
river through  a  specific sewer system. 

Several parameters are controlled on these effluents  according to the 
following  schedule : 

LIQUID  EFFLUENTS 
PARAMETERS 

Effluent after  Water  used  for 
biological treatment cooling 

Flow-rate 

Heavy  metals 
every week every week BOD5 
every day every day Ammoniacal  nitrogen 
every week every week Total  nitrogen 
every day every day Suspended  matter 
every day every day COD 

continuously continuously pH 
continuously  continuously Temperature 
continuously  continuously 

- Copper 
- Chromium 
- Zinc 

every day 
every day 
every day 

every week 

~~~~~~ 

( * )  AFNOR is the abbreviation for ASSOCIATION  FRANCAISE DE 
NORMALISATION i.e., FRENCH ASSOCIATION FOR STANDARDIZATION, the 
French  equivalent of  the International  Standardization  Organization 
(ISO) . 



ENVIRONMENTAL, ASSESSMENT  REPORT 
(Halofuginone  hydrobromide) 

- Controls exercised on the  gaseous effluents 
Two types of gaseous effluents are  released  into the atmosphere : 

. the  gaseous  effluents produced in  the  boiler  plant 

. the  gaseous effluents  produced in the  incineration plant 
Several parameters are controlled on these  effluents : 

PARAMETERS 

Oxygen 

Carbon dioxide 
~~ 

Carbon monoxide 

Smoke temperature 

Opacity 

Chlorine 

Dust level 

GASEOUS  EFFLUENTS 

From  boiler plant From incineration plant 

* * 

* * 

* I 
* I 



ENVIRONHENTAL ASSESSMENT REPORT 
(Halofuginone  hydrobromide) 

6.3. Citation o f ,  and statement  of compliance with applicable  emission 
requirements at the  State  level 

The  attached  documentation  deals with the  regulatory  aspects of the 
environmental protection at the production site of Neuville (Roussel 
Uclaf Plant 3 ) .  

- letter  of compliance with the emission  requirements and its  translation 
- applicable  emission  requirements  issued by the Government  Office of the 
concerned Department. 

See  attached sheets. 



Documentation  concerning 

the Roussel  Uclaf  Plant 3 at  Neuville-sur-SaOne 

(Rhdne  Department) 

- Letter  of compliance  with  the  emission  requirements 

- Translation of this  letter 
- Decree  issued by the Government  Office  (Prefecture)  of the 
RhBne  Department  on  December 21, 1983 

This document  authorizes plant operation and contains the 
applicable  emission  requirements 

- Decree  issued by the Government  Office  (Prefecture) of  the 
Rhane  Department  on August 7, 1990 

This  document  authorizes the operation  of the new-built 
Industrial  Scaling-up  Center  and  contains the relevant  emission 
requirements. 



UlHEL7lON INDUSTRIELLE 
OlVlSlON CHIYIE-NUTRITION O O O I 3 

L'Ctablissement industriel ROUSSEL UCLAF situ6 31 quai  Armand  Barb& 
NEUVILLE-SUR-SAONE, dCpartement  du RhBne, est soumis arlx dispositions 

de la  loi de la RCpublique  Franqaise no 076663 du 19 juillct 1976, relative 
aux installations. classics pour la .protection de l'environnement. 

L'ensemble des prescriptions CdictCes pour  l'btablissement de Neuville- 
sur-Sa6ne fait l'objet de I ' d t 6  prCfectoral du 21 dtcembre 1983 rdgissant 
le fonctionnement des activitds de 1'Ctablissement. Cest le prCfet de  la rCgion 
Rh6ne-Alpes et du dCpartement du RhBne qui a pxis cet arret& 

Au fur  et il mesurc des modifications de la ltgislation  et des  modifica- 
.~ . .  . \  tions  apportCes  par  la sociitC ROUSSEL UCLAF, des arret& prCfectoraux 
__.- complCmentaires modifient ou complbtent l'an8t6  prefectoral  initial. Le 

dernier arret6  modificatif est en date du 21 mai 1990. 

La bonne application des prescriptions impos6es est contrdlie pour 
1'Ctablissement de Neuville-sur-Sabne par : 

Monsieur le Directeur Rtgional de l'Industrie 
et de la Rccherche Rh8ne-Alps 

Inspecteur des Installations ClassCes 
63 avenue  Roger Salcngro 

69100 VILLEURBANNE 

En ce  qui concerne  la sCcuritC et l'environnement, nous nous  conformons 
aux prescriptions des arretCs  prCfectoraux qui nous autorisent il exploiter. 

En particuiicr,  nous  disposons  sur  le site pour les effluents  aqueux d'une 
station de prCtraitement physico-chimique et d'unc station d'Cpuration  bio- 
logique (1977 et 1981) ainsi que d'une installation  d'inciniration (1974). 



Nous appliquons une politique d'autoasurveillance pour l'ensemble  des 
rejets  (eau, air, sol) et  de prevention des pollutions accidentelles. 

En qualitt  de  Directeur  de  I'Administration  de I'Etabiissement de 
Neuville-sur-SaGne, je  dtclare  que I'usine est  exploitie conformkment aux 
rigles de  respect  de la santt, la stcuriti, la saIubritC publiques et de la pro- 
tection de la nature  et  de I'environnement. 

Le Directtur de 1'Admirrisc;stion Gknirale 
des  Etablissements 

J . C  GUERRY 



T - 7 .  

ATTACHMENT I ROUSSEL UCLAF 

DIRECTION DE LA PLANIFICATION DU DEVELOPPEMENTSANTE 

Servke des Technlques et Enreglstrements 

EALXUGINONE BYDROBROiilDE 

ENVIRONMENTAL  ASSESSHENT  REPORT 

(According to 21 CFR 25.31) 



ENYIRONKENTAL ASSESSKENT REPORT 

(Nilutamide) 

Translation 

CATEGORIZATION DECREE OF THE NEWILLE PLANT 

The ROUSSEL UCLAF  plant located 31, quai  Armand  Barbes at NEWILLE-SUR-SAONE in 
the Rhbne Department is subject to the  provisions  of  the law No 076-633 dated 
July 19. 1976 issued by the French Republic  and  governing  the registered 
facilities (Installations classees) as regards the environmental protection. 

The overall reconmendations prescribed for  the  plant at Neuville-sur-Sabne are 
subject of a  prefectoral decree dated December 21, 1983 and governing the 
activities of the  plant. This decree has  been issued  by the Pref9ct of 
Rh6ne-Alpes Region. 

In accordance with subsequent changes introduced  in  the legislation or  decided 
by the ROUSSEL UCLAF Company, additional prefectoral decrees amend or 
complement the initial  decree. The most recent  amendment is dated May 21, 1990. 

The conformity of  the Neuville plant to  the  required prescriptions is 
controlled by : 

Monsieur  le Directeur Regional  de 1’Industrie 
et de la Recherche Rhbne-Alpes 

Inspecteur des Installations  classees 

63, avenue Roger  Salengro 
69100 VILLEURBANNE 

As regards the  safety  and  the environment we are in conformity with the 
provisions of  the prefectoral decrees authorizing  plant  operation. 

In particular, are available on the site, a  physico-chemical pre-treatment 
facility  for the aqueous effluents (19771, a  biological treatment facility 
(1981) and an incineration facility (1974). 

We apply  a  policy of self-surveillance dealing with all the effluents 
discharged  into water, air  or soil as well as with the accidental pollution. 

As Administration  Director of the Plant  at Neuville-sur-Sabne I declare that 
the  facilities  are  operated in conformity with the rules governing the  public 
health, safety  and  salubrity and the  protection of nature and environment. 



ABRETE DE CLASSEKENT 

delivre par 

LE PREFET, COMSSAIRE DE LA REPWLIQUE 

D U   D E P A R T a W T  DU REONE 

en date du 21 Decembre 1983 
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MI la lo1 No 76.68 du 19 wet 1976 relative aux Installrtforu 
Class& pour Ir protec t ion  de I 'Env lron~nt  ; 
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I 1  

A R T I C L E  DEUX 

. ', 
. .. 

1. C E N C R A L I T E S  I 

1.1. Accident8  ou  lncidente 1 

- Un  compte-rendu  tcrit  de tout rccident  ou  incident  mora 
coneervd ooue  une forme rdrptde h chewe unit6  de  fabrication. 

- Tout rccident  ou  incident  eurceptible de porter  rtteinte 
aux intCrCta vis68 b l'rrticle let be lr loi du A9 julllet  1976 
eera dCclrrt  erns  dClri b 1'1nspecteur  der Installrtione ClrseCer. 
Sruf  exception  dOment  JurtifiCc,  en  prrticulier  pour  des  motrfr 
de edcuritd, i1  est  interdit  de modifier en ouoi  oue ce roit 
l'dtrt des  lnetallotione ou r eu lieu l'rccident ou 1'Ancident 
trnt que 1'Inspectcur der In8tdletions ClrssCee  n'e pas  donne 
eon accord et, s'il y 0 lieu, r p r h  l'lUtOri8rtiOn de l'rutoritl 
judicieirc. 

- l e  responseble de 1'Ctsbliesement prendre lcs dis.positionr 
nCccsse~rcs pour  qu'en  toutes  clrconstancea, e t  en parttculier, 
lorswr 1'Ctsblissement est plocC aous lo responsebrll\C d'un 
crdre dClCguC,  1'Administration  ou  ICs  services  d'lntervention 
extdr leurs  pulsstnt  dlsposcr  d'une  esslstence  tcchnrquc oc 
.A'expJoltent e t  evolt occC8 h t o w  lea Oocumcnte et informrtiona 
diapaniblcs  dens 1'Ctrbliascment et utile8 h Aeur intervention. 

1.2. Contrblea et rnalvse I 

IndCpcndemment des contreles  expiicitement  prCvus  dans le present 
rrrttt, l'lnspecteur des 1nstellrtions  Classdcs pourrr dewmnder en 
cas de besoln,  Que des contrblcs  SpCCifiquCS,  des  prClevemcnts et 
des  analyses  soient  effcctuCs 
sournis b son  approbation s'il 
le but de vCrifier l e  respect 
ru  titre  de l r  ritqlementrtion 

f t 8 i B  OCC88iocYdr pat Car 
t M t e  

per un  orgmisme dont  le  choix  sera 
n'est'prs agrCe A cet effct,  danr 
der  prescriptions d'un texte  prir 
aur lea lnatallrtionr clrrrder 1 
dtuder oermt rupportlr par l'rxploi- 



BRUITS C t  V I R R A T I O N S  I. 2 &.,,,.., .---..... ..--- 
.&$, 
+ y : i  

2.1. L'Ctrbliracmcnt Berm conetruit,  CquipC et exPlOlt6 
facon  quc  son  fonctionncmcnt  ne puls3c. Ctrc A l'orlqrne ae bruit, 

. .  ou vlbratlons  eusccptiblcs Oc conrtttucr unt gene pour 
-trrn'qurllib! du  voirinrqe, 

-2.2. La gene  Cventuelle ecrr Cvrlufe  conformtment b l e  norm 
frrn~rire M/S.31.010. 

11 y r prCsomption  de  gene  lorague le niveru d'bvelurtion 
du  bruit d'rmbrrnce, dCterminC  ConformCmcnt  ru 5 7 de 10 nark, 
dCpotsc 1r vrlcur du nfvcru  de  bruit  limitc  pour 1, pCriodc 
consrdCrCc. 

2.2.1. Lcs bruit8 I 1'intCrieur  des  loceux  habites ou 
occupCs  par des tiers  eustcptibles d'etrc genes,  scront  mcsurCa 
conformCmcnt eu 5 6.2. de 10 norme  dens IC cos $i-e bruit de 
l'instrllrtion  en  caurc cot trensmi6  principelcmcnt  par vole rolid 

2.2.2. Lea bruit8 trrnmir par  voie  eCriennc <err le8 
locous habites et occupC8 par de8  tlcrr  eeront  merutdo A l'ex- 
ttricur der bOtimentr  contcnrnt  cee  locrux  OuivOnt lor  mu8rlitlr 
du 0 6.1. de la notme. 

2.S. Niverux de bruit8  limite (en dB ( A ) )  I 

I I I I t 
I JOUR I PCR I ODC t NU11 I 
t t INfCRKDIAIRf t I 
I t6h A 7h - 2Oh b 22ha 1 
t t h  h 20h adimmchea s t  Joutrt- 22h b 6h I 
t 1 I 6 t i 6 r  a I 

t t 1 I t 
t t t I 

: A l'intCr~cur des bbtimcnte t I I t 

: occupCs  ou  habit48  par des tiea I f t I 
: (mcsures  cffcctuCes conform& t t : 
: ment  eu 5 2.2.1.) t 35 I so : 30 : . . . t . t t I : 
: En limitc de propriCtC  de I a 

65  60 a 
: l'btlblim+m.ent ! 55 : 

. .  

t 

2.4. 18 pCriodc de r4fCrence  ecrvant  au  calcul de le  moycnnc 
ru 4 7 de  10  norme eerr de 8h pour le jour e t  l a  demi-heure  lo 
plur bruyrnto p w r  100 pdtioder interddirirrr o t  pour 1, wit. 

* .  



I 

2.6. l 'usnqr .  dc tous apparclls dc coMunlcat1on par voie 
rcoustlquc (slrtnes, overtlss~urs,  hrut-prrleurs, etc...) 
penant pour I C  ro1r1nmqc est lnterdrt.  rruf SA lcur cmploi 
est ercrptionnel e t  reserve B la prCvention et mu mipnalomont 
d'incldents graves ou d'rcc~dents. 

2.7. Lea mechlner f i x e s  ru8ceptiblor d'incorrmodcr 10 
volsinagc par lcr traprdatrons reront r r o i h r  par 6er 
dirporrtifr rntivibrrtilor off icacor.  

I 

e 

, 

. e .  /..e 

. .  



0 0 0 2 0 2  

J.7. 

3.8.  Cmtrblo dona l'snvironnomnt a 

A lo demande de 1'Inspecteur  dee  Inetallatione CLaeeCer 
et ruivant  der modalitis qulil ddfinira, il mora procedi ,dm8 
l'environnement B de. c u p r a e o  de merurer  visaat A contrbler 
loa effeta de8 pollurntr rurceptlblea d'btre h i s  p a r  l o r  
inatallotionr, 



0 0 0 2 0 3  

. 

3.1. CCnbrslitCs t I 

Y.l.1. 11 est interdlt d'hettre  dans 1'otmosphCre  des 
fudcs. des  buCcs,  des sules. des POUSSlhths  ou des gar suscep- 
tables d'incommoder le  volsrnege et de nulrc b le sent6  ou b 
l a  stcurit6 publiquc. 

3 .1 .2 .  L a  forme des  conduits  d'tvecuetion b 
l'atmoephCre,  notemmnt  dens le partic le plus proche  du 
dCbouCM dolt etre conque de manlbre 4 revorleer eu m a x m m  
1'0scens10n et  l a  drffusron  des  crflucnts  rcjctbs  en fonc- 
tronnrmrnt normnl des rnstnllatlons. 

L c s  dl6pOSltrOnS  nCrcsserres  eeront  prreee pour rtduirm 
l r  probobriItC des Cmrssrons rccldcntelles e t  pour &e lea 
reJets  correspondent ne Oresentent  par be dangers pour lr 
m n t C  et le eCcurrtC des  pereonncs. L a  concsptron et 
l'emplrcement des diepo8)tlfs dc etcuritC  deetinCe b ptot6- 
per lee rppsrcillrges  contrc  unc  surpresston  interne 
devront Ctrc tela que cet oblectif roit art i r fr i t ,  a rm 
pour cale drmrnuer leur cfficecitC  ou  leur fiabllit6. 

3 . 5 .  Instellrt~ons dc combustion : 

S . 5 . 1 .  Lee gCnCrotcurs h fluidcs  caloporteurm 
de  vuresence  euptrlcurc B 87 KY sont bOUml8 oux dispositime 
de 1'erretC  du 20 jurn  1975 r e l e t r f  B l'tqulpcment et 
b l'exploitetion des instelletlons  thcrmlques  en w e  de 
tCdulre l a  pollution  etmosphCrique et d'tconomrrer 1'Cnetgis. 

3.3.2,  Lcs eutres  instellotions  de  combustion 
sont soum~scs eux d~sposltions dr l'rnstructlon du 24 no- 
vembrc 1970 relative B le constructlon  des chcmlnbes. 

3 . 3 . 3 .  L a  tencur  en  soufre des comburtibler 
utilist!~ devro atre en pcrmoncnce  infCrieur b 2 96. 

3.k. fmisslons  de  pousslhres : 

3.4.1. Lcs chemrnbcs  Cmcttant des poussitrcs  fines 
' eeront  construites et expAortCes  conforrdmcnt eux dirpositimr 

de I'instruction mrnirtCrlellc  du  13 aoirt  197). 

. *I* .* 



44.1.2.  Annucllcmcnt l'e*ploitont fcra port b 
I'lnspccteur des Instollnllons ClasoCcs de e t 3  consommotionr 
d'teu et de sea projetr 
concernant lcur faduction. 

- 1rs  effluents ttnitbr dans la statlon d'bpuration 
bloloqi~ue SpdciallsCe pour Ica eoux industrielles dc)src)nt!c drns le  prthent 
orrttt! par Ies tcrmcs "stalion  d'bpurntlon " . Le¶ effluents be cellc-ci rent 
teptCs dons l a  SaOne, rive gauche BU P . K .  21,820. 

- Le9 outrcr efflucnts  rejetCs dircctuntnt don. la 
Sabna , r ive  gauche eu P . K . 2 1 , 1 8 0 .  Ces effluents rOnt dCsignCr p a t  lea 
termer " t o j o t  direct" dona l e  prbecnt ottCtC . 

4.3.  Collecte des effluents liquia t * 

4.3.2. L'Xnrpoctm~r der Inrtallationa C1aari.a 
p o u r 8  impooor aprir OLIPOXI do l'itude tmchnipm .t 
ioonomiqua le traitemcnt ou l a  dcrtructlon a'un 
effluent donnd lotrquc SI conccntrrtion et la natun 
de ma polfuantr le juatifient et 10 permettent. 



0 . 3 . 4 .  t c s  Cqouts devront Ctrc  Ctonchas e t  leur trace 
drvrn en oermettre le curege.  LeurB dimCn91on!; et leg mntCrleuv 
utlllsfi.?: pour leur r~e1;sstlon  dwront pcrmcttrr  une  bocmc con-. 
servetlon dr ces  ouvrsges  dans l e  temps. Lorsauc ccttc condltlo 
ne peut Ctrc  respect&? en rolsm des  crrectbrlstrques oes pro- 
dults trensportCs, 11s devront Ctte  vlsltebles  ou  explorrblcr 
par tout autre  moyen. Les contrOles de leur  bon fonctlonnement, 
donneront ]leu b compte-rcndu Cent trnu & lb di ,poa i t ion  de 
l'fnrpectour der Inrtrllrtionr C l r r r i o r .  

0 . 3 . 5 .  Les CgoGts  vthicuient  des  eeux  polluCes  par 
des  liqurdes  rnflemnebles,ou  susceptibles de l'Ctre, devront 
comprendre  une  protection  efficrcc  contre I C  danger de pro- , 
pspetlon de f l a m s .  

0.3.6. ~ e s  dlsposittfs de rejtta devront Ctre  rlsCmcnt 
rccegsiblee et rdnogCs de man~trr B wrmettre 1'CxCcution oe 
prCl&vments  dons l'efflucnt ainsi  que la N b u r e  de eon  dibit 
dana l o r  moillourea conditionr dr prdcirion porriblor .  

0.3.7 Un plan du rtseeu  d'CgoOt,  feisent rp~arritro 
lea rccteura collectbr, lea regrrds et porntr de brenchacrsnt 
aerr Ctrbli,  rtguliCrement  tenu b jour, et tonu A 1. d i m -  
porltion do l'lnrpecteur de8  InOtdlrtiOfW  Ctr806er. 

a.4. Q u m t i t C  d 'eru  reietCe : 

4.k.l. l e  dCbit journalier d'erux polluCer  rejetdea 
dana le mrlieu  nature1 est  limit6 b 32 000 m 3  pour le rejet d 
r e c t   e t  4 300 m 3  pour l e  rejet de la etation d'd?uration 

6 . 0 . 2 .  A l'excpptlon des c a b  eccidentels ou ,r eCcur1- 
tC: des pcrsonnes  ou dcs ~nstellat~ona se trouve  compromiee, i1 
ea) interd;t d'at)a~sser les concentretione  en  eubstsnces  polluo 
tcs du reJct direct por slmplc d:lur.c:.? outre  que  ccllc  rCbultr 
du rar.emblement des effluents  nurmaux .x l'unrnc ou de. deer- 
ritir de trritement d'Cpurrtion. 

6.5. OuolitC  des  effluents  reietbs : 

0.5.1. Les effluents  dcvront  Ctrc  exempts : 

. de  metikres  flottantes. . de  produits  susceptibles de dCgager en  Cgout  ou dar 
le milieu  nature1  directement  ou  indirectment,  opt 
d l a n g c  avec d'autres efflucntr, des gat ou vrpturr 
toxiqucr  ou  inflomaoblcr. 

. 



. de tous  produits  eusceotibles de nutre h lo  conser- 
vation  des ouvraqcs.  ~ J ~ Y I  que  dce  matlCres  dCpo- 
sablrs ou p r t r l p ~ t a b l e s  qui, lndirectemcnt  ou dl- 
restcmcnt, aprt!!; mc1irr1qc8 aver d'wtrcs  effluents, 
seralent s ~ ~ c c r r p t ~ l ~ l e n  d'entrevcr l e  bon  fonctlon- 
nemcnt des auvreqes . de substances  capobles  d'entrelncr le destructlon 
du  Poisson B l'avol  du  polnt de dCvcrsement. 

De plus, ils  ne  devront  pes  provoquer de coloration 
notable  du  milieu  rCcepteur. 

4 . 5 . 2 .  Les  CeraCterlStlqueS  des  eeux  rtsiduarres des 
rcjets  notammcnt la concentratlon  moyennc sur deux heures, la 
concentratlon  JOurnali&re et le flu%  Journalier, de chacun de8 
princlpaux  polluents  seront 

prCvues  dons  les  tableaux  constituent  l'onnexe 6u pr6aent 
arrete, et suivont lea CchCances  fixber. 

infCrleures  ou &gales nux voleurr. 

4.6. ContrOle des rcltts : 

4.6.1. Seront meaures  et  enrcgirtr6r  en  continu, sur 
&ague  effluent  prtoleblemcnt hornoqCnCist : 

! Re.iet station d'huratlon ! Reset C i r e c t  ! 
! . le PH, ! . le pK ! . l r  tempCrature, ! . l a  tempkrature I . l e  dtbit ! . l e  d e b i t  . ! 

8 

le DCO ! ! 

Loa  bander 6dit6er, horodat6er,  meront conoerw6.a pondmt 
un an h 10 dirporition de  1'Inspectsur de# Inrtrllrtiona C l a r d e s .  

4.6.2. Un r)crtlnfII I I J I ) I ~ I I I ~ I *  urufwrt J o f I f w I  nu t V b I t  flu 
rcjet scrn cVl'cctuc! en c m t  lfw sur  chacun der  effluent8 
hornogkn6lsds. - par perlode  de ZCr hcures  sera  prtleve  un 
tchentlllon de 2 litreo AU molnt,  repr6sentetrf  des  caroc- 
tCrlstrques  moyennes de l'effluent  reJett  duront  cette  pdrlode. 
Cet Cchantillon  sera  consetvC'b k 0  C pendant eept ]ours, A Aa 
disposrtion de A'Intpccteur de8  fnstellotions ClessCes, don8 un 
reciprent f e m d  aur loqucl aeront  portbes lea rdfbrencer du 
prtlbvernent. 
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8 

Pour l 'roplicrtlon de c e t t e  d i o p o ~ i t i o n  l'1nrpoct;ut 
d.0 I n r t r l l r t i o n s  C l r r a d o  f i rers  t 
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0 . 7 .  Prevention  des  pollutlons eccldentelles : 

loutes d~sposltions scront  prlscs pour qu'll nc  pulsee 
y a v o ~ r  en cas  d'incldcnt dc fonctlonncmcnt 8c ptodursont  denr 
l'encelntr de l'tteblissement (rupture de raclpient,  fuite 
d'Cchonqcur . . . I  dCvcrscmcnt d ~ r c c t  v o r r  10 milieu  nrtprol do 
matloror d~oreuooo ou inralubrrr dont la naturo ot la qurn- 
tit4  rorriont  rurceptlbler  d'aroir dor  conriqu.ncor rur 00  mi 
llou. Lor diroooitiona  oonrtructlvor o t  d~rrploltatlon rulvm. 
tor roront on particullor  rorpoct4or. 

Lorsque les  proprietes  respectives  des  produits 
clanqereux e t  ceux des agents  d'extinction ou de refroidissement 
le permettent,  les  dispositions seront prlser  pour que l'utili- 
sstion  des  moyens  de  protection  ne pulsse entrainer  d'ecoulement 
notable  de  ces  substances  dengercuses 8u milieu  neturel. 

, 
Lcs capecitCs  de  rCtention et le rtsceu de collecce e t  

de  etockeqc  des  eqouttures e t  effluents  eccidentels  ne  compor- 
teront eucun  moycn  de v~dange por slmple gtrvltt  dens 1'690ut r e  
d~rorrmt durr 10 millou natural. 

Le6 alrea de  cnsrqement, de stockage  interrddioiro 
ou de  dCpotrge  de8  rtscrvoirr  mobiler  de ~ t i b r e r  dunprouror 
ou insalubrcs  tels w e  Cots, conteneurs,  citernes  routibrer, 
~ r g o r , c i t e r n e s e t ~ s C e r o n t  eux dlspos~tlons  cl-dessus. 

1.cs cenellsetlons  de trenspott  dc flurdes  dengcreux 
ou  rnsalubrcs 8 I'intCrlcur  de 1'Ctebllssement scront  mein- 
tcnucs parfa~tcmcnt  Clenches. Les meterleux  utilisCs  pour leut 
r C e l ~ a e t ~ o n  et leurs d ~ m n s ~ o n s  dcvrorl pcrmcttrc  unc  bonne 
conscrvotlon  de ces ouvrngcs. Lorsque cettp condltlon  ne pcut 
Ctrc S ~ I ~ I S ~ O I ~ C  en  rolson  des  cerecterlstlgues  des  produrta 
b transporter, elles devront Ctrc vlsltebles  exttrleurement. 
Des cont roles pdriodiquer donnpnt lieu L oompto-rondu r.roat 
coneerv60 b 1r dlrpooition  de 1'Inrpecteur der Inrtdlationr 
Clrrrhr durrnt un an. 

. . */. 
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Cn  aucun CRS, len tuyeuteries.  de  prOduit8  dangerour 
ou  inselubrcs scront o i t u 6 w  dann leu CqoGts ou d m 0  le8 
conduits  cn 1 1 ~ 1 s o n  dirrctc n v w  I P S  C W C t 8 .  

l e  bon &tat dc conscrvotlon  des  stockages fires ou 
mobiles  de  produits  denqereux  ou  lnsrlubres e t  leurs  Cquipementu. 
situ68  dens  1'Ctrblissement  ou  introduits  de facon temporelre 
drns  ron  encernte,  doivcnt f e i r c  l'objet d'une  rurvcrllonce prr- 
ticulikre  de le part de  l'exploitant, 

- L s s  eeux  de proc&ifi euscept~blts d'etrc pollu&es 
eccldentellement e t  d'entrarner  un  dCpessement des seuila  fix6a 
ru  prrsqrephr 4 . 5 ,  ci-dcssus  trrns~teront per une  capecitd 
tempon  permattant leur contrOlr event rcJct. 

- Les cruse8  de  toutc  vorlrtion rnorrnele des 
crrectdristiques der effluent8  fcront 1 'objet d'une enrlyre 
ryrttmetique, drnr le but de uCrifier qu'cller m conetituent 
par  une o m l i e  rurceptiblc de cwrduirc A m e  pollution 
mccidcntelle. 

l e  rcjet d'eaur de  rcfroldjLssment en circult  ouvcrt 
ou  dc  purges de deconcentration  de  crrcurts  fermCs, e t  provc- 
nOnt de ClrCultS  de  rcfroidissemcnt  eltmcntsnt des Cchangeurs 
et apparelllages ou circulent,  mCmc  occaslolmllement,  des 
produits  danqereux  ou  insalubres a des presslons  supdricures 
b celles  des  circuits d'eau, ne peut Ctra  effectut  qu'oprhs 
rvoir  vCrifiC  qu'tlles  ne  sont pes eccidentcllemcnt  polluCcm. 

f n  cas de  pollutJon  eccidenteile  provoquCe  per 1'Cto- 
blissement,  l'exploitent  devra  Ctre en mesure de fournir d m 8  
l e s  dCleiS les plus  brefs les renseignements  connus dont il 
dispose permettant de d4termrner les mesures de seuvegarde 
B prendre  pour  ce  qui  concerne les personnes, la faune, l o  flare, 

, l e8  ouvreges expoeCs B cette  pollution, en particulier : 

. *I*. . 
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1 - i r  toxicit6 ot le8 effets de8 produitr  rejot60 ; 

2 - leur  Cvolutlon et conditions de disoerrron  dens 

- 
le mllieu  nature1 : 

3 - l a  definition des  zones ribguent d'etre mttcintcs 
par des concentretlons  en  polluentrsueceptiblee 
d'entrainer des ConsCquences Bur IC mllieu  natural 
ou Ice diverscs  utilisotionr der eoux ; 

4 - Lea dthodes  de  destruction des pollurntr b u t t r .  
en  oeuvre ; 

5 - Len aoyeng  currtifs  pouvrnt  etre  utilis60 pour 
trriter lea permomas, lo f r a ,  ou 1m flore 
expoetes h cette  pollution. 

L'errsemblc des dl!3pOSltlOnS pr)ecs eL lee Cltmtntr 
blbl ~oqrrphlques ressrmbl6!1 per 1 ' explo~l~nt pour eutlefrlre 
oux  prcscrrptlons  ci-dcssul feront I'obJel d'un dossier de 
lutte  contre le pollution des eeux de surface, tenu A 1. dlr- 
porition do l'lnspecteur des instellrtrons Clrrsbee et 
rtgulibremnt  mls B Jour pour tenir compte  de  l'dvolutim de0 
cmnaimrrnccs et des technlques. . 

Ce dossier comprendrs  en  perticulier : 

6 
1' 
ra 

- loa i n f o n m t i o n r  privuor aux pointr 1 ,  2 ,  4, 5 ,  o t  
cl-dorrur pour lor produitr (utflirdm ou fobriqudr drnr 
dtAbllrrement, m h o  & t i t r o  do produit 1ntermddlalrr)qui on 
, iron de lour8 crractirlrtlquer e t  der quantitdr minor on 

oruvro pouvoat  portor .tt.int. A ltonrironaemrat 10x8 d b p n  
r o j o t  d l r o c t .  

techniques  mis  en  oeuvre  pour s e t i s f e l r e  repldement, lor8 
d'un aini~~tre, BUX djspositions  du  peregrephe 3 ci-dessus. 
Des essr i r  de diffusion, en  grrndeur rCelic ou 8ur moquetto, 
effectuCs  pot  un  organlsme  8pCclelieC  lndependont,  devront 
confotter lcs hypothhscs  de  base de cettc etude. 

- une  note  expoeent le mCthodologle e t  les moyenr 

4.8.2.  Pollution des eaux  eouterrsinee : 

Lr quolitti des  Crux  soutcrreincs  susceptible8 d'etrr 

---.-____---_-_-_-------.-.---- 
pollutes  par  I'ttoblissemcnt fera l'objet d'une aurveillrnce, 
notemment  en  vue de ddtecter des pollutionr eCCAd8ntelleB. 
Der prCltvements e t  onolyses  de  cer  oaux mront rffectuda 
ou  minimum  deux  foia  par an. - -  .c,. ' - . . a .  ' 

. . ./. . . 



Lcs modelitbs  protigucs de C e t t e  sutveillrnce raront 
dCfinie8  dons une consigne soumlse B l'opprobotion de l'lnrpec- 
teut des  Instelletlons Closs6es. 

Cn cas de pollution des erux souterrs~neu par 
l'exoloitont, toutrs disposlt~ons devront &tie  priscr 
pour feire cesser le trouble COnSt8tb. 

1.9. Conslqnce d'erploltallon : 

l c s  conslgncs r I ' c m p l o l l o t ~ o r ~  des unlles, otockogee p~ 
bqulpements  divers, susccptibles d'etre B l'orlqlne d'une 
pollution  rcc~dentelle des  eeux,  comporteront expl  i- 
t emen t le3 contrbles B effectuer, en mnrche nor- 
male, b 1m suite d'un ar re t  eprts des trrvaux de modificr- 
tion  ou  d'entretien, de fsqon B vCrlfirr que ces rnstrl- 
Irtions restent conformes rux dispositrons du prbsent 
rrre tb. 

Pour ce QUA concerne les controles B effectuer h la 
aulte de8 trevoux d'entretien ou d'un arret prolonqb, 1'6x6- 
cutron de checun d'eux @era bonctlonnd par le virr d.'una 
fiche  rpdcialcmcnt Ctrblie pour ruivre le bon cl6roulwnt 
der opCrrtionr de remire en oervicr h r  inrtallrtionrf feuille 
de t rovr i l  par exmple) 
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5.1. CCnCrslitCs : 

L'exploitant orgenisera par consignc l e  collecte et l'dlimi- 
notion des dlffCrent6  dCchets  gCnCrCs per 1'Cteblissement en 
rerpectrnt let dirporitionr lCCjlSl0tlVeS  et rtglemcntr~rer  en 

que les prescriptions du present orrCtt. 
. vigueur (loi du 15 juillet 1975 et textes d'opplicetion) rinoi 

5.2. Stockeqc - Perc B dCchcte : 

I1 sera m i s  en place dons 1'Ctebliesement un prrc B dCchet0 
dont 1 'rmCnrqement et 1 'exploi tetion devront srtiafeire oux 
diffCrentcs drspositions ruiventes : 

1 - Toutes precsutionr ocront priscs pour oue : 
. lea dbpbls ne soient pee h I'orlglnr d'unc 9tne pour 

l r  v o ~ s ~ n o g c  (odeurs . . . I  ou d'une pollution dee e r u ~  
aupcrf rclclles ou  souterrellwa, ou  d'urw pollution 
des 0018. 

le0 mClrngee de dCchete  ne puiesent 6tre h l'origine 
de rtrctiono non contrbldce conduiarnt en porticulior , 
h l'dmirrion de grz ou d'r6roaolr toxiquer ou I ,  l a  
formotion de produitr explorifr. 

2 - Lea ddchets pourront Ctre conditiorvdr den, de. &rlla9er 
en  bon Ctrt s y m t  eervi h contenlr d'eutrea produlte (metrbrer pro- 
nibrer  notomant), BOUI reserve que : 

il ne puiree y rvoir de rdoctions  drnqereuswr entre 
l e  dCchet et lea produits oyrnt CtC contenus b n o  
l'embrllege. 

. le8 embrllrgts  solent identlfibs prr l o  seuler 
indications concernant l e  dechet. 

5 . 3 .  Idcntlficetion des dechcts  industrlels  specleux : 

L C S  dtchcts industrjels  SpCcleux eu scns du dCcret no 77.971 
du 19 root 1977 produits par 1'Cteblisscmcnt feront, par  type, 
l ' o b y t  d'une fiche d'identificetlon. Celle-cl  prCclsere notrm- 
m n t ,  le clrssement du dCchet suivent l e  nomenclature  natlonrle, 
le8 indications permettent son identification et toutes  informo- 
tiOnS  utiles b son Climinetion ConfotmCment 8ux drspotitionr de 
l a  loi du 15 juillct 1975 et de ses tc%tes d'applicotlon. 

Cetta fiche aero carmunigute h l'tliminoteut et une copio 
M oer8 tonu. I ,  dimpornition do 1'Inopectwr duo Inrtrllrttono C1.r- 
&eo. 
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5.4. Elimination : 

- Toutc  incinCrrtion b l'eir libre  de  dCchets de Quelque  nature 
Qu'ils soient est interdite. Cependant, r l  Pourro  Ctre dCro9C h 
cette  prcscrlpt~on en ce qui concerne l e e  dCchets  non 
m x ~ r l l & r  par des rubstrncae  nocivcm ou toxiqucs  (papier,  paletter, 
etc...) loreque cea dernlers  reront  utilis6cs come CombUrtible8 
lorr der "e*erclces inccndie". 

- ~'dliminetion des dtchttm, b l'extbrieur de l'dtrblirrement 
ou de ses dCptndrncer,  devrr  CtrC  assur6c par unc  entrsprira 
rptci rl  i see. 

5 . 5 .  Contreles : 

- Pour  cheque enlhvement les renscigncments  m~nimum  8ulvrnt8 
reront  conslgnCs our un document de forme rdeptCc (regirtre, 
fiche d'enltvement,...) e t  conservb  pendent  une  durCe d ' r u  
aoinr 5 ana : 

nom  de l a  eociCtC de ramassage et nundro d'irrutri- 
culrtion du v6hicule  utili06 : 

. dertinrtlon du  dCchet (flininsteur) ; 

. nature de l'6liminstlm  sffcctufe. 
- L a  production de dbchets d m 8  l'hteblisesment,  leur valo- 

riaation,  leur  elimination ( y  comprir  interne b l'CtrbliD#cInOnt), I 
feront l'objct d'un bilrn pCriodic?ue trmunia h l'!nopectwr 
de8  Inrtallationa Clrrader a n r  dea Cornam et &lair qu'il 
Mfinira. 
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Le8 concentration#  moyennar  sur  deux  hcurcs  ne  devront par 
a t r e  rupCriaurea  de  plu8  de  quarantr  pour  cent aux valcurs  cl-drrour. 

! ! FLUX XOYEN JOURNALIER C A L C U L E  SUR UNE SDAIN2 
! 
I 

! ! 
! ? O L L O r n  

I compter  du I i conprcr  du I a conpter  du I 

! ! I I hddiatomont ! 01 , O l  .1985 ! 01 -01 .1986 ! 01 . O U R '  ! 
I I I ! ! 
! DCO 
! DBO 

Lea flux moyena our deux hcurea ne devront pas dbprrror 
on21 pour cent bo lour  valeur  moyennr journaliere f l xdc  ci-dereur. 

. . ./. . 
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Effluents pour leequele une concentration maaclmaie e s t  flxi.. 

Hydrocarbures  (norma 901 14) 
ddtergents  anionlquer 
aubstAnces extrnctibler au chloroforme (SEC) 
nltriter, nitrates. phosphates, aulfotse 
chlorurea, sodium. potaisfum 
menCaneee. calcium, cadmium, m e r c ~ ~ a  alumini-, Btain, 
plomb, arsonlc, f e r ,  rna&rium 

, Test de toxicit& sur daphnier 

-, conductivlt6. 
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VALEUF.S LIMITSS DES CONCENTRATIONS EN NILLICRAI.DES PAR LITRE 

1 
! P O L L U r n  

I 
! 

CONCENTRATION F l O Y S m Z l  I 
! 

I CPLCULEZ SUii UNE S W N E  I 

! 
I DCO 
I DE0 
! Y 2 S  
! Azote iCjc1dh.l 
! A z o t e  anmoniocal 
I Cuivre 

1 600 
600 
2 00 
600 
5 50 

0 9 5  

I Zinc 
! 

: 
! ! 

... /... 
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ANALYSES ET CONTROLES X EFFECTUE? P S R I O D I Q ~ l E N T  

Effluents pour lesquels une concentra t ion  maximale oat  f f x 6 0 .  . .  . Hydrocarburcs (nomea Nm 90202 e t  NFl‘ 90114) 
d4te:l;cntr m l o n l q u e r  
eubstanccr  extractibles au chloroforme 
n i t r l t e r ,  n i t r a t e s ,  phosphates,  sulfates 
manganese, calcium, cadmium, mercure, aluminium 
eta in ,  plomb, arsenic, fer, mo6ndsium 
chrome total, nickel. 

Test de toxicit6 BUT depbnies. 

coaductivitd. 



0 au Conseil Municipal de Neuville-sur-Sa6ne ; 

- au Cormall Municipal de Cenay ; 

- i l a  sodit6 ROUSSa UCLAF, par la  voie adnini8trativt. 

LYON, le 2 1 DEC. 

Michel FESTY 
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Prefecture  of  the  Rh6ne  Roussel  Uclaf 
~~~ 

- 

1:. n 
General  Administration  Department  Republic  of  France 
3rd  Off  ice 
Lyon, December 21, 1983 
Extension 4 3 0 5  
MGL/LG 

,_ ~ 

Supplementary  ORDER 

The  Prefect,  Commissioner  of  the  Republic  of  the  Rh6ne-Alpes 
Region 
Commissioner  of  the  Republic  of  the  Department  of  the  Rh6ne 

Commander  of  the  Legion  of  Honor 

HAVING  REGARD ‘IO 

Law  Number 76.663 of July 19, 1976 covering  facilities 
classified  for  environmental  protection;  etc. . >  

.~ - 

. .  

Decree  Number 77.1133 of  September 21, 1977 implementing  the 
aforementioned  law. 

The declaration  filed  on  October 19, 1983 by  the  Roussel 
Uclaf  Company  in  order  to  regularize  the  administrative 
status  of  its  activities  performed  in  its  Neuville-sur-SaGne 
factory, 31 quai A.  Barb& (referred  to  in  numbers 3.1, 
89.2, 253,  361 B2 of  the  nomenclature  of  Classified 
Facilities). 

The  prefectural  authorization  Orders  of  February 4 ,  1970, 
August 12, 1971, November 8, 1971, August 20, 1975, October 
23, 1978 and  January 7, 1981 delivered  to  the  Roussel  Uclaf 
Company. 



. .  
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The  report  of  November 7,  1983 by  the  Regional  Director  of 
Industry  and  Research,  the  Inspector of Classified 
Facilities,  stating  that  it  appeared  necessary  to  impose  on 
the  Roussel  Uclaf  Company  additional  provisions  in  order  to 
update,  complete  and  harmonize  the  provisions  contained  in 
the  various  authorization  Orders  already  applying  to  the 
factory. 

The  report of November 24,  1983 by  the  Regional  Director of 
Industry  and  Research  stating  that  this  prefectural  order 
would  be  valid  as  a  receipt  for the-declaration for  the 
above-mentioned  activities  properly  declared  by  the  factory 
on  October 19, 1983. 

The  Opinion  of  the  Departmental  Hygiene  Council  expressed  at 
its  meeting  of  November 2 4 ,  1983; 

WHEREAS  additional  provisions  need  to  be  imposed  on  the 
Roussel  Uclaf  Company  in  accordance  with  the  above-mentioned 
Article 18 of  Decree  Number 77.1133 of  September 2 1 ,  1977. 

At the  proposal  of  the  Secretary  General  of  the  Rh6ne: 

HEREBY  ORDERS 

Article 1. The  Roussel  Uclaf  Company  is  authorized,  in 
the  territory  of  the  communes  of  Neuville-sur-Sa6ne  and 
Censy,  to  continue  operating  the  following  facilities  in  its 
factory: 



Facility  Number  Designation  and  Volume  Headings 
Activities  of 

Nomenclature 

Area  338  Combustion  system  able  to 
consume  in  one  hour  a  quantity 
of  fuel  representing  6,000 
thermies  in  net  calorific  value 
(waste  fluid  incinerator) 
[one "thermic" 
equals  4.1855 x 106J] 

Incineration  of  industrial 
waste  (liquid  effluents) 

Open-air  storage  of  50 rn3 of 
category 2 flammable  liquids 
(domestic  fuel) 

Outside  building Accumulator  charging  shop; 
0440 useable  power  is  7.5  k 

[illegible] 

Area 1000 

Area  1002 

Area 1003 

Liquefied  ammonia  tank. A 

41  ton  tank 

Open-air  storage  of  1400 m3 
of  flammable  category 1 and 
category 2 liquids 

Open-air  storage  of  1400 m3 
of  flammable  category 1 and 
category 2 liquids 

133  bis 

167 

253 

3-1 

50.1 

253 

253 



Rooms 10 0 6 
and 1207 

Rooms 1006 and 1207. Heating 
process  using  fluids (up to 
190 liters)  as heat transmitter, 
composed of combustible  organic 
substances  used  in a closed 
circuit. The  utilization  temp- 
erature is less  than  the  flash 
point of the fluids. 120 I1 
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Article Two 

_. . 

-. .- . I  

THE PROVISIONS OF THE  PRESENT  ARTICLE  SHALL  APPLY TO THE 
ENTIRE  FACILITY 

1. General 

1.1. Accidents  or  Incidents: 

- A written  report  on  all  accidents  and  incidents  will  be 
kept  in a form  suitable  for  each  manufacturing  unit. 

- All  accident or incidents  that  might  injure  the  interests 
listed in Article 1 of  the  Law  of  July 19, 1976 shall be 
reported  immediately  to  the  Inspector  of  Classified 
Facilities.  Except  for  properly  justified  exceptions, 
particularly  for  safety  reasons,  it  is  forbidden  to  modify 
the  condition  of  the  facilities  where  the  accident  or 
incident  occurred  in  any  way  until  the  Inspector  of 
Classified  Facilities  has  given  his  agreement  and,  where 
applicable,  the  court  has  given  its  authorization. 

- The person  responsible  for  the  facility  shall  take  the 
necessary  steps  such  that,  under  all  circumstances  and  in 
particular  when  the  facility  is  placed  under  the 
responsibility  of  an  assigned  manager,  the  Government  or 
intervening  outside  departments  have  available  to  them 
technical  assistance  by  the  operator  and  have  access  to  all 
documents  and  information  available  in  the  facility  and 
useful  for  their  intervention. 

1.2. Tests  and  Analyses 

Independently  of  the  tests  explicitly  listed  in  the  present 
Order,  the  Inspector  of  Classified  Facilities  may,  if  need 



be,  request  specific  tests,  sampling,  and  analyses  to  be 
conducted  by  an  organization  whose  choice  will  be  submitted 
for  his  approval  if  it  is  not  authorized  for  the  purpose,  in 
order  to  check  compliance  with  the  provisions  of  regulations 
on  classified  facilities;  the  costs  generated  by  these 
studies  will  be  paid  by  the  operator. 

2. NOISE AND  VIBRATION 

2.1. The  facility  will  be  built,  equipped,  and  operated 
such  that  its  operation  cannot  generate  noise or vibrations 
likely  to  disturb  the  tranquility  of  the  neighborhood. 

2.2. Any  disturbance  will  be  evaluated  under  French 
Standard  NF/S.31.010. 

Disturbance  shall  be  presumed  when  the  evaluation  level of 
environmental  noise,  determined  according  to S 7 of  the 
Standard,  exceeds  the  maximum  noise  level  for  the  period 
considered. 

2.2.1 Noise  inside  premises  inhabited  or  occupied  by 
third  parties  likely  to  be  disturbed  shall  be  measured 
according  to S 6.2 of  the  Standard  in  cases..where  noise  from 
the  facility  in  question  is  transmitted  principally  through 
a solid  medium. 

2.2.2 Noises  transmitted  through  the  air  to  premises 
inhabited  or  occupied  by  third  parties  shall  be  measured 
outside  the  buildings  containing  these  premises  according  to 
S 6 . 1  of  the  Standard. 



2.3. Maximum  Noise  Levels (in dB(A)) 

The  evaluation  level  generated  by  the  facility  must  not 
exceed  the  thresholds  listed  in  the  table  below: 

Day  Intermed.  Period  Night 
7 am-8 pm 6 am-7  pm  and 10 pm 

8 pm-10  pm,  Sun- 
days,  Pub.  Holidays 

Inside  buildings 
occupied  or  inha- 
bited  by  third 
parties  (measure- 
ments  according 
to s 2.2.11  35 
At  the  property 
boundary  of 
the  facility 6 5  

3 0  

60 

30 

55 

2.4. The  reference  period for  calculation  of  the  mean 
under S 7  of  the  Standard  shall  be  eight  hours  for  daytime 
and  the  noisiest  half  hour  for  intermediate  periods  and 
nighttime. 

2.5.  On-site  vehicles  and  machinery  used  inside  the 
facility  shall  conform  to  current  regulations.  In 
particular,  machinery  shall  be  of  the  type  approved  under 
the  Decree  of  April 18, 1969,  as  amended. 

2.6. The  use of all  acoustic  communication  devices 
(sirens,  warning  signals,  loudspeakers,  etc.)  that  disturb 
the  neighborhood  shall  be  forbidden  unless  used 
exceptionally  and  only  to  prevent  or  report  serious 
incidents  or  accidents. 

2.7. Fixed  machinery  likely  to  disturb  the  neighborhood 
by  vibration  shall  be  insulated  by  effective  antidamping 

.-.. devices. 
.*;. 



3 .  AIR  POLLUTION 

3 . 1 .  General 

3 . 1 . 1 .  It  is  forbidden  to  emit  into  the  air  any  smoke, 
fumes,  soot,  dust,  or  gas  likely  to  disturb  the  neighborhood 
and  injure  public  health  or  safety. 

4 

3 . 1 . 2 .  The  shapes  of  the  air  evacuation  pipes, 
particularly  in  the  parts  closest  to  the  outlets,  shall  be 
designed  such  as  to  encourage  the  ascent  or  diffusion  of  the 
effluents  ejected  in  normal  factory  operation,  to  the 
maximum  degree. 

3 . 2 .  Accidental  Pollution 

The necessary  steps  will  be  taken  to  reduce  the  probability 
of  accidental  emissions  and  for  these  emissions  not  to 
jeopardize  personal  health  and  safety.  The  design  and 
location  of  safety  devices  intended  to  protect  apparatus 
against  internal  overpressure  must  be  such  that  this  goal  is 
met  without  thereby  reducing  its  efficiency  or  reliability. 

3 . 3 .  Combustion  Facilities 

3 . 3 . 1 .  Liquid  coolant  generators  with  power  higher  than 
87 kW  shall  be  subject  to  the  provisions  of  the  Order  of 
June 20, 1975 covering  the  equipment  and  operation  of  heat 
installations  in  order  to  reduce  air  pollution and economize 
energy. 

3 . 3 . 2 .  Other  combustion  facilities  shall  be  subject  to 
the  provisions  of  the  Instruction of November 24, 1970 

relative  to  stack  [chimney]  construction. 
. .. 

.I- 



3 . 3 . 3 .  The  sulfur  content  of  the  fuels  used  shall  always 
be  less  than 2 % .  

3 . 4 .  Dust  Emissions 

3 . 4 . 1 .  Stacks  emitting  fine  dust  shall  be  built  and 
operated  according  to  the  provisions  of  the  Ministerial 
Instruction  of  August 1 3 ,  1971. 

3 . 4 . 2 .  Channeled  gaseous  effluents  shall  not  contain  more 
than 50 mg/m of dust  upon  emission  into  the  atmosphere. 3 

3 . 4 . 3 .  Steps  shall  be  taken  to  limit  specific  diffuse 
emissions  (shelters,  capping,  sprinkling,  etc.). 

3 . 5 .  Weather  Station: 

The  wind  speed  and  direction  at  the  factory  site  shall  be 
measured  and  recorded  continuously  and  records  kept  for  one 
month. 

3 . 6 .  Devices  Indicatinq  Wind  Direction: 

Devices  visible  day  and  night  indicating  the  local  wind 
direction  shall  be  erected  near  facilities  that  may  emit 
hazardous  substances  in  the  event  of  abnormal  operation. 

3 . 7 .  Emission  Testinq: 

In normal  operating  periods,  upon  request  of  the  Inspector 
of  Classified  Facilities,  measurements  of  the  concentrations 
or  flowrates of emitted  pollutants  shall  be  made,  possibly 
by  a  specialized  organization. 



3.8. Environmental  Testinq: 

On request  of  the  Inspector  of  Classified  Facilities,  and 
according  to  the  methods  defined  thereby,  measurement 
programs  in  the  environment  shall  be  carried  out  to  test  for 
the  effects of  pollutants  that  may  be  emitted  by  the 
facilities. 

4. WATER  POLLUTION: 

4.1. Water  Samplinq: 

4.1.1. The  use  of  underground  water  for  industrial 
purposes,  particularly  of  water  whose  quality  allows  for 
domestic  use,  must  be  limited  for  example by  closed  cooling 
circuits or air-to-air  cooling  towers. 

4.1.2. The  operator  shall  report  the  water  consumption 
and  plans  for  reduction  to  the  Inspector  of  Classified 
Facilities,  annually. 

4.2.  Various  Types of Liquid  Effluent: 

Liquid  effluents  from  the  facility  include: 

- residue  and  tars  that can be  incinerated  by  the  operator 
or  a  specialized  organization,  collected  in  the  facilities 
generating  them. 

- Effluents  treated  in  the  specialized  biological 
purification  station  for  waste  water  designated  herein 
"purification  station."  The  effluents  from  this  station 
Will be  discharged  to  the  left  bank  of  the  Saene  River  at p~ 
[kilometer  point] 21.820. 

. . ' ".. 



- The  other  effluents  discharged  directly  into  the  Sa6ne  at 
PK 21.180 on  the  left  bank.  These  effluents  will  be 
designated  by  the  terms  "direct  discharge"  in  the  present 
Order. 

4 . 3 .  Collection  of  Liquid  Effluents: 

4 . 3 . 1 .  Every  effort  shall  be  made  to  isolate  the  various 
effluents  from  each  installation  in  a  concentrated  a  form  as 
possible  to  facilitate  their  treatment. 

4 . 3 . 2 .  After  examination  of  the  technical  and  economic 
study,  the  Inspector of  Classified  Facilities  may  require 
treatment  or  destruction  of  a  given  effluent  when  its 
concentration  or  the  nature of its  pollutants  justify  and 
permit. 

4 . 3 . 3 .  The  collection  system  for  effluents  to  undergo 
treatment  or  to  be  destroyed  shall  not,  in  a  normal 
operating  period,  include  links  allowing  direct  discharge 
into  the  natural  environment  or  sewers  outside  the  facility. 

4 . 3 . 4 .  Sewers  must  be  watertight  and  their  layout  must 
allow  for  purification.  Their  size  and  the  materials  used 
to  build  them  must  give  them  a  long  service  life.  When  this 
condition  cannot  be  met  by  reason  of  the  characteristics  of 
the  products  transported,  it  must  be  possible  to  inspect  or 
explore  them  by  some  other  means.  Sewer  tests  will  be 
written  up  in  reports  kept  available  for  the  Inspector  of 
Classified  Facilities. 

4 . 3 . 5 .  Sewers  carrying  water  polluted  by  flammable  or 
potentially  flammable  liquids  must  include  effective 
protection  against  flame  propagation. 



4.3.6. -The discharge  devices  must  be  easily  'accessible 
and  desi.gned for. effluent  testing  and  f  lowrate  measurement 
under  the  best  possible  accuracy  conditions. 

4.3.7. A-sewer system  diagram  showing  the  sectors 
collected,  inspection  points,  and  branch  points  will  be 
drawn, regular.ly  updated,  and  held  available  for  the 
Inspector  of  Classified  Facilities. 

4.4. guantity  of  Water  Discharqed: 

4 :4 .l. The  daily  rate of discharge  of  polluted  water  into 
the  natural  environment  is  limited to 32,000 m3  for  direct 

. .  discharge  and 4,300 m3  for  discharge  from  the  purification 
station. 

4.4.2. Except  for  accidents  where  the  safety  of  persons 
or  facilities  is  compromised,  it  is  forbidden to reduce  the 
concentration  of  polluting  substances  discharged  directly 
merely  by  diluting  the  liquid,  except  for  dilution  resulting 
from  collecting  normal  effluents  from  the  factory  or  those 
requiring  purification. 

4.5. guality  of  Discharged  Effluents: 

4.5.1. The  effluents  must  be  free  of: 

floating  material 
substances  able,  in  the  sewer  or  natural  environment, 
to give  off  toxic  of  flammable  gases  or  vapors  directly 
or indirectly  after  mixing  with  other  effluents. 
all  substances  capable  of  damaging  structures  as  well 
as  depositable  or  precipitable  materials  which,  after 
mixing  with  other  effluents,  might  directly  or 



indirectly  hinder  the  proper  operation  of  the 
structures. 
substances  capable  of  destroying  fish  downstream of the 
discharge  point. 

Moreover,.  they  must  not  cause  noticeable  discoloration  of 
the  receiving  medium. 

Their  pH  must  be  between 5.5 and 8.5 and  their  temperature 
less  than  3OOC. 

4.5.2. The  characteristics  of  the  waste  water  discharged, 
in particular  the  mean  concentration  over  two  hours,  the 
daily  concentration,  and  the  daily  flow  of  each  of  the 
principal  pollutants  shall  be  less  than  or  equal  to  the 
values  listed  in  the  tables  in  the  Appendix  to  the  present 
Order,  and  according  to  a  fixed  schedule. .. 

4.6. Waste  Water  Testing: 

4.6.1.  The  following  shall  be  continuously  measured  and 
recorded  for  each  previously  homogenized  effluent: 

Purification  Station  Discharge  Direct  Discharge 
PH  PH 
Temperature  Temperature 
Flowrate  Flowrate 
COD 

The  printed,  time-stamped  strips  will  be  kept  for  one  year 
and  held  available  for  the  Inspector of Classified 
Facilities. 
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4.6.2. Proportional  sampling  of  the  discharge  flowrate 
will be  done  continuously  for  each  of  the  homogenized 
effluents. 

- Every  24-hour  period,  a  sample  of  at  least  two  liters 

will  be  taken  representing  the  average  characteristics  of 
the  effluent  discharged  in  this  period.  This  sample  will  be 
kept at  4°C  for  seven  days,  available  to  the  Inspector  of 
Classified  Facilities,  in  a  closed  container  marked  with  the 
sample  references. 

For  a  sample  representative  of  the  characteristics  of 
the  effluent  discharged  in  the  previous  24  hours,  the 
operator  will  measure  or  give: 

every  day: 
For  Bioloqical  Discharge 

PH 
COD 
BOD5 
Ammonia  nitrogen  NH4+ 

once  a  week 
For  Biological  Discharqe 

Kjeldhal  nitrogen 

For  Direct  Discharqe 
PH 
COD 
Copper 
Ammonia  nitrogen 
NH4+ 

For  Direct  Discharge 
BOD5 
Kjeldhal  nitrogen 

4.6.3.  For  application  of  paragraphs  4.6.1.  and  4.6.2., 
provided  the  Inspector  of  Classified  Facilities  agrees, 
continuous  monitoring  of  the  chemical  oxygen  demand  of  the 
effluent  may  be  replaced  by  that of a  parameter  representing 
oxidizable  pollution  (total  oxygen  demand  for  example).  In 
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this  case,  the  Inspector  of  Classified  Facilities  will 
establish  the  corresponding  values  authorized  for  this 
parameter. 

4.6.4. Every  three  months,  while  the  factory  is 
operating,  the  operator  will  analyze  representative  samples 
of  the  average  characteristics  of  the  discharged  effluent. 
The  analysis  will  normally  cover  all  the  parameters  listed 
in  the  appendix  to  the  present  Order  and  will  be  conducted 
by  an  organization  whose  name  will  be  submitted  to  the 
Inspector  of  Classified  Facilities  if  it  is  not  authorized 
for  the  purpose. 

For  application  of  this  provision,  the  Inspector 
of  Classified  Facilities  will  establish: 

the  number  of  samples,  which  shall  not  exceed 
twelve 

sampling  time 

If the  results  are  probative,  he  may  reduce  the 
frequency  of  analyses  or  limit  them  to  testing  the  most 
characteristic  elements in the  pollution  created  by  the 
factory . 

4.6.5. If  there  is  substantial  pollution  of  the  receiving 
medium,  the  Inspector  of  Classified  Facilities  may  request 
special  analyses  of  the  discharges  to  be  made  in  shorter 
periods of time,  possibly  under  the  control  of  an 
independent  organization. 
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4.6.6. Balances 

A summary  report on the  analyses  and  measurements 
carried  out  pursuant  to  this  Section 4.6 will  be  sent  every 
month  to  the  Inspector  of  Classified  Facilities  with  the 
format  and  timing  defined  thereby. A copy  will  be  sent  to 
the  relevant  department  of  the  Water  Police. 

At the  beginning  of  every year,  the  operator  will 
file  with  the  Inspector of Classified  Facilities,  a  list  of 
actions  taken,  and  projects  and  studies  underway  to  reduce 
total  nitrogen  and  ammonia  nitrogen  discharges. 

4 . 7 .  Prevention  of  Accidental  Pollution: 

Every  effort  will  be  made so that,  in  the  event of 
an  operating  incident  within  the  factory  (breakage  of 
container,  exchanger  leakage,  etc.)  there  will  be  no  direct 
spill  of  dangerous  or  unwholesome  materials  into  the  natural 
environment,  the  nature  and  quality  of  which  are  likely  to 
impact  this  environment.  In  particular,  the  following 
structural  and  operating  provisions  must  be  met. 

4.7.1. Holdinq  Capacities: 

The  units,  parts  of  units,  or  storages  that  may, 
even  occasionally,  contain a product  which,  by  reason  of  its 
characteristics  and  quantities  employed,  may  adversely 
affect  the  environment  upon a direct  discharge,  shall  be 
equipped  with  holding  capacities  or  designed  to  send 
accidentally  spilled  products  to  a  facility  that  will  hold 
and  treat  them  (pretreatment  station  for  example). 

When  the  respective  properties  of  the  hazardous 
products  and  those of the  extinction  or  cooling  agents 
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permit,  steps  will  be  taken so that  utilization  of  the 
protection  means  will  not  cause  any  significant  spill  of 
these  hazardous  substances  into  the  natural  environment. 

The  holding  capacities  and  collection  and  storage 
system  for  runoff  and  accidental  effluents  will  not  include 
any  gravity  emptying  device  into  the  sewer  that  drains  into 
the  natural  environment. 

Loading  areas,  intermediate  storage  areas,  and 
filling  areas  for  movable  containers  of  hazardous  or 
unwholesome  materials  such  as  drums,  containers,  and  road  or 
rail  tank  trucks  shall  meet  the  above  provisions. 

4.7.2. Circulation of Hazardous  or  Unwholesome  Products 
Within  the  Factory: 

Pipes  carrying  hazardous  or  unwholesome  fluids 
inside  the  factory  must  be  kept  perfectly  fluid-tight.  The 
materials  from  which  they  are  made  and  their  dimensions  must 
be  such  as  to  preserve  the  structures.  When  this  condition 
cannot  be  met  by  reason  of  the  characteristics  of  the  fluids 
carried,  they  must  be  inspectable  from  outside.  Periodic 
inspections  will  be  written  up  in  a  report  kept  available 
for  the  Inspector  of  Classified  Facilities  for  one  year. 

In no  case  may  pipes  for  hazardous  or  unwholesome 
products  be  located  in  the  sewers  or  in  pipes  connecting 
directly  with  the  sewers. 

4.7.3. Condition  of  Storaqe  Facilities: 

The  condition  of  fixed  or  movable  storage 
facilities  for  hazardous  or  unwholesome  products  and 
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equipment  therefor located in the  factory or entering it 
temporarily  must be particularly  monitored by the operator. 



4.7.4.  Collection  of  Process  Water  That  Could  be  Polluted 
Accidently: 

- Process  water  that  could  be  polluted 

accidently  or  cause  the  thresholds  set  in  paragraph 4.5 

above  to  be  exceeded  must  go  through  a  buffer  zone so that 
it  can  be  tested  before  discharge. 

In  sections  particularly  exposed  to  the  risk 
of  accidental  pollution,  appropriate  liquid  effluent 
monitoring  means  will  be  installed.. 

- Causes  for  any  abnormal  change  in  the 

characteristics of the  effluents  will  be  the  subject  of 
systematic  analysis  in  order  to  verify  that  they  do  not 
constitute  an  anomaly  that  could  lead  to  accidental 
pollution. 

4.7.5. Coolinq  Water: 

Cooling  water  in  open  circuit or deconcentration 
drains  from  closed  circuits,  and  coming  from  cooling 
circuits  supplying  exchangers  and  units  in  which (even 
occasionally)  hazardous  or  unwholesome  products  circulate  at 
pressures  greater  than  the  water  circuits,  may  not  be 
discharged  until  a  check  has  been  made  to  ensure  that  it  has 
not  been  accidently  polluted. 

4.8. Consequences  of  Accidental  Pollution: 

4.8.1.  Pollution  of  Surface  Water: 

In the  case  of  accidental  pollution  caused  by  the 
factory,  the  operator  must  be  able  to  furnish,  in  a  very 
short  time,  the  known  information  he  has  that  allows  steps 
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to  be  taken  to  safeguard  human  beings,  animals,  flora,  and 
structures  exposed to this  pollution,  in  particular: 

1. 

2. 

3 .  

4. 

5 .  

6. 

Toxicity  and  effects  of  discharged  prod- 
ucts ; 
Changes  in  these  products  and  dispersion 
conditions  in  the  natural  environment; 
Definition  of  zones  that  may  be  affected 
by  pollutant  concentrations  that  may 
involve  impacts on the  natural  environ- 
ment  or  various  water  uses; 
Methods  of  pollutant  destruction  to  be 
employed; 
Healing  methods  that  could  be  used  to 
treat  humans,  animals,  or  plants  exposed 
to  this  pollution. 
Methods of analysis  or  identification 
and  organizations  capable  of  performing 
these  analyses. 

A l l  the  steps  taken  and  the  bibliographic  data  gathered 
by  the  operator  to  meet  the  above  requirements  will  be 
embodied in a  surface  water  pollution  control  file  held 
available  for  the  Inspector of Classified  Facilities  and 
regularly  updated  with  changes  in  knowledge  and  techniques. 

This  file  will  include  in  particular: 
- the  information  specified  in  points 1, 2, 4, 5, and 6 

above  for  products  (used  or  manufactured  in  the  factory, 
including  intermediates)  which,  by  reason  of  their  charac- 
teristics  and  the  quantities  employed,  may  harm  the  environ- 
ment  if  discharged  directly; 

- a  report  setting  out  the  methodology  and  technical 
means  employed  to  respond  rapidly  to an  environmental  catas- 
trophe  by  meeting  the  provisions  of  Point 3 above.  Diffu- 
sion  tests,  actual-size  or  on  models,  conducted  by  an  inde- 
pendent  specialized  organization  must  support  the  basic 
hypotheses of this  study. 

ooot;:', 



4.8.2 Underqround  Water  Pollution 
The  quality  of  the  underground  water  that  could  be 

polluted  by  the  factory  will  be  monitored,  particularly  with 
a  view  to  detecting  accidental  spills.  This  water  will  be 
sampled  and  analyzed  at  least  twice  a  year. 

The  practical  modalities  of  this  monitoring  will  be 
defined  in  instructions  submitted  to  the  Inspector  of  Clas- 
sified  Facilities  for  approval. 

In the  case  of  pollution  of  underground  water  by 
the  operator,  every  effort  will  be  made  to  put  a  stop  to  the 
source  of  the  trouble. 

4 . 9 .  Operatins  Instructions: 

Operating  instructions  for  the  units,  storages,  or 
miscellaneous  equipment  that  could  cause  accidental  water 
pollution  must  explicitly  include  the  tests  to  be  made  in 
normal  operation  following a shutdown  after  modification  or 
maintenance  work  in  order  to  check  that  the  facilities 
continue  to  meet  the  requirements  of  the  present  Order. 

For  the  tests  to  be  made  after  maintenance  work  or 
a  prolonged  shutdown,  performance  of  each  test  will  be 
confirmed  by  signing  a  special  sheet  that  logs  the  steps  by 
which  the  facilities  are  put  back  in  service  (worksheet  for 
example). 



5. DISCHARGES: 

5.1.  General: 

. .  . .  

The  operator  will  write  instructions  governing  the 
collection  and  elimination  of  the  various  discharges 
generated  by  the  factory  in  accordance  with  current 
legislation  and  regulations (law or  July 15, 1975 and 
implementation  texts)  as  well  as  the  provisions  of  the 
present  Order. 

5 . 2 .  Storage -- Discharge  Yard: 

A discharge  yard  will  be  set  up  in  the  factory, 
the  layout  and  operation  of  which  must  meet  the  following 
requirements: 

1. All precautions  will  be  taken  to  see  that: 

the  discharges  do  not  disturb  the 
neighborhood (odor, etc.)  or  pollute  the 
surface  or  underground  water,  or  pollute 
the  ground. 

mixtures  of  discharges  cannot  cause 
uncontrolled  reactions  that  would  in 
particular  lead  to  emission  of  toxic 
gases  or  aerosols  or  formation  of 
explosive  products. 

2. The  discharges  may  be  packed  in  packing 
materials  in  good  condition  that  had  been  used  to  contain 
other  products (raw  materials  for  example)  provided: 



there  can  be  no  dangerous  reactions 
between  the  discharge  and  the  products 
formerly  contained  in  the  packaging. 

the  packages  are  identified  only  by 
information  concerning  the  discharge. 

5.3. Identification  of  Special  Industrial  Discharqes: 

Special  industrial  discharges  as  defined  by  Decree 
Number 77.974 of  August 19, 1977 produced  by  the  factory 
will be  noted on identification  sheets,  one  per  type  of 
discharge.  The  sheet  will  state  in  particular  the 
classification of the  discharge  according  to  the 
nomenclature  of  the  country  concerned,  identification 
information,  and  all  information  useful  for  its  elimination 
according  to  the  provisions  of  the  law of July 15, 1975 and 
its  implementation  texts. 

This  sheet  will  be  sent  to  the  eliminator  and  a 
copy  will  be  kept  available  for  the  Inspector of  Classified 
Facilities. 

5.4. Elimination: 

- No type  of  discharge  may  be  incinerated in 

the  open  air.  Exceptions  may  be  made  for  discharges  not 
soiled  by  harmful  or  toxic  substances (paper,  pallets,  etc.) 
when  these  are  used  as  fuels  in  "firefighting  exercises". 

- Elimination  of  discharges  outside  the  factory 

and  its  annexes  must  be  conducted  by  a  specialized  company. 

5.5. Testing: 



c * _ .  - For  each  removal,  the  following  minimum 
information  must  be  entered  on  a  document  of  suitable  format 
(log,  removal  sheet,  etc.)  and  kept  for  at  least  five  years: 

nature  and  composition  of  discharge 
(giving  the  national  nomenclature  number 
of  the  discharge); 

quantity  removed; 

date  removed; 

name  of  pickup  company  and  registration 
plate  of  vehicle  used; 

destination  of  discharge  (eliminator); 

nature  of  elimination  effected. 

- Production of waste  in  the  factory,  its 

evaluation,  and  its  elimination  (including  elimination 
inside  the  factory)  will  be  entered  on  a  periodic  report 
sent  to  the  Inspector  of  Classified  Facilities  with  the 
format  and  timing  defined  thereby. 



APPENDIX 1.1 
DIRECT DISCHARGE 

LIMIT VALUES OF CONCENTRATIONS IN MILLIGRAMS PER LITER 

MEAN CONCENTRATION CALCULATED FOR ONE WEEK 

POLLUTANT Immediately Starting Starting Starting 
1/1 /85  1/1/86 1/1/87 

BOD 40 3 5  25  
MES 30 
Kjeldhal nitrogen 140 
Ammonia nitrogen 130 
Hydrocarbons 
(French Std. 
NFT 90203) 10 
Phenol  compounds 0.3 
Cyanides 0.1 
Total chromium 0.7 
Zinc 003 
Nickel 0.2 
Copper  5 0 . 2  

The mean concentrations in a gerfod of two hours must not be greater 
than forty percent of the above values. 

. -  
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LIMIT VALUES OF DISCHARGE FLOWS IN KILOGRAMS PER DAY 

MEAN DAILY FLOW CALCULATED FOR ONE WEEK 

POLLUTANT Immediately Starting Starting Starting 
1/1/85 llll88 1/1/87 

COD 5,000 2,850 2,150 1,450 
BOD 1,050 650 470 320 
MES 300 
Kjeldhal nitrogen 3,600 
Ammonia nitrogen 3,400 
Copper 130 5 

a 

The mean flows over 8 period of two hours must not exceed eleven 
percent of their mean daily value established above. 



Appendix 1.1. (Cont.) 

PERIODIC  TESTS  AND  ANALYSES 

Effluents for which  a  maximum 
concentration  has  been  established. 

Hydrocarbons  (Standard 90114) 
anionic  detergents 
chloroform-extractable  substances 
nitrites,  nitrates,  phosphates,  sulfates 
chlorides,  sodium,  potassium 
manganese,  calcium,  cadmium,  mercury, 
aluminum,  tin, 
lead,  arsenic,  iron,  magnesium 

Daphnia  toxicity test. 

Conductivity 



0 0 0 2 4 5  

APPENDIX 1.2 
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PURIFICATION  STATION  DISCHARGE 

MAXIMUM  CONCENTRATIONS  IN  MILLIGRAMS  PER  LITER 

Pollutant 

COD 
BOD 
MES 
Kjeldhal  nitrogen 
Ammonia  nitrogen 
Phenol  Compounds 
Cyanides 
Copper 
Zinc 
Hydrocarbons  NFT 90203 

Mean  Concentration 
Calculated  Over  One  Week 

650 

240 

7 5  
240 

220 

0 . 1  

0 . 1  

0.2 

0.4 

1 0  

The  mean  concentrations  over  two  hours  should  not  be  higher 
than 90% of the  above  values. 

MAXIMUM  VALUES  FOR  DISCHARGE  FLOWS  IN  KILOGRAMS  PER  DAY 

Pollutant 

COD 
BOD 
MES 
Kjeldhal  nitrogen 
Ammonia  nitrogen 
Copper 
Zinc 

Mean  Daily  Flow 
Calculated  Over  One  Week 

1,600 
600 

200 

600 

550 

0.5 

1 



The  mean flows over two hours  should not exceed 16% of their 
mean  daily  value  established above. 



Appendix 1.2. (Cont . ) 
PERIODIC TESTS AND ANALYSES 

. Effluents for which  a mal cimum 
concentration has  been established. 

. Hydrocarbons (Standards 90202 and 90114) 
anionic detergents 
substances extractable  with  chloroform, 
nitrites, nitrates, phosphates,  sulfates, 
manganese, calcium, cadmium,  mercury, 
aluminum, tin, lead, arsenic, iron, 
magnesium, total chrome, nickel 

. Daphnia toxicity  test 

. Conductivity 
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Article 3: Pursuant  to  Article 27 of Decree  Number 77.1133 
of  September 21,  1977 implementing  the  law  of  July 19, 1976, 
the  present  Order  shall  be  posted at the  Neuville-sur-Sa6ne 
Town  Hall  for  a  minimum  of  one  month  with  a  statement  that 
third  parties  may  read  the  regulations  in  the  Town  Hall  or 
at  the  Rh6ne  Prefecture,  General  Administration  Department, 
third  office. The mayor  shall  write  a  report  to  the  effect 
that  this  formality  has  been  complied  with. 

Article 4 :  If  the  operating  company  fails  to  abide  by  the 
above  provisions,  the  administrative  and  criminal  penalties 
provided  by  the  aforementioned  Law  of  July 19, 1976 shall  be 
applied. 

Article 5 :  The  Secretary  General  of  the  Rh6ne  and  the 
Regional  Director  of  Industry  and  Research,  the  Inspector  of 
Classified  Facilities,  snall  each,  as  far  as  he  is 
responsible,  oversee  enforcement of the  present  Order. 
Copies  thereof  shall  be  sent  to: 

described 

- 
channels 

the  Mayor  of  Neuville-sur-Sabne  who  shall  post  as 
in  Article 3 above  at: 

the  Neuville-sur-Sa6ne  Town  Council; 

the  Genay  Town  Council; 

the  Roussel  Uclaf  Company,  through  administrative 

Lyon,  December 21,  1983 
True  Copy 
Head  of  Office 
[signature] 

THE  PREFECT 

000"1:', 



For the  Prefect, 
Commissioner of the  Republic, 
Secretary  General, 
Michel  Festy 
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ARRETE DE CLASSDENT 

d e l i v r e  par 

LE PREFET,  COHHISSAIRE DE LA REPUBLIQUE 

DU DEPARTEHENT DU RHONE 

en date du 7 AoQt 1990 



PREFECTURE DU R H ~ N E  

DlRECTlON 

DE L'ADMINISTRATIO'N GtNERALE 
3' 0uromu 

Environnamont - Etrblirromonts CLSIIS 

- 
- 

REPUELIOUE FRANCAISE - 

Lvon* l e  - 1 AOUl 1990 

A R R E T E  
autorisant la sociice EOUSSEL UCLAF 

a amenaqer  un  centre  d'induscrialisation des procedks 
aans  l'enceinte de son  Gtablissement situe 
31, quai Armand  Barbes & Neuville-sur-Sa6ne. 

-=- 

Le Prifet de l a  Region Rhsne-Alpe: 
Prefet du FihBne , 

Officier  de l a  Lkgion d'Honne,r, 

VU i a  lei no 6 4 . 1 2 4 5  du 16 decernbre 1364 rnodifirie relative  au 
rCgine et a la repartition  des eaux et a l a  lutte contre leur 
pollution ; 

vu la Ici no 76.663 du 19 juillet 1976 modifike relative aux 
izstallations  classees pour la protection de l'envirmnement : 

'JU : p  CCtret no 77.1133 du 21 sepzernbre 1977 modif'ie pris p3ur 
l'ap;?ication des lois susvisees ; 

4 

4 

vu l'arrste prefectoral du 21 decembre 1983 regissant le 
fonctionnement  des  activitks de la sociktk ROUSSZL UCLAF dans 
l'enceinte de son  usine  situee 31 quai Armand Barbes B Neuville 
sur  SaBne : 

VU l a  dezande presentee le 15 juin 1989, complitrie les 17 et 2 4  
novembre 1989 par la societe ROUSSEL UCLAF en vue  d'tzre 
atorisee a amenager un centre  d'induscrialisation  des p r o c e f e s  
errs l'enceinre de son  etablissement s i t u e  31 quai Arr.z.nd 
3 a r 5 e s  a Neuville sur Sa6ne : 
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VU l'avis  en date du 30 janvier  1990 de l'hydrogeologue officiel ; 

VU l'avis en  date du 12 fkvrier - 1990 de la direction 
departementale  du  travail  et  de  l'emploi ; 

VU l'avis en  date du 26 fevrier 1993 de ?a  direction 
departementale  des  affaires  sanitaircs e: sociales ; 

VU l'avis en  date  du 6 mars 1990  du seri/ice intereinisteriel de 
defense et de la protection  civile ; 

VU l'avis  en  date  du 21 mars 1990 de la direction departementale 
de l'agrLculture et de la forgt ; 

7 x 1  :'svis en  date  au 17 avril 1990 de 12 direction de2artementale 
des  services  d'incendie  et de secourr : 

'JU i'avis en  date  du 10 mai 1990 du ser*= ice  de la navigatiop 
9h6ne-Sa6ne ; 

'JLI l'avis  en date du 
et de la forgt ; 

30 j u i l l e t  1990 de i agricsl t u r e  

VJ le r a p p o r t  de synthese cu 28 mai  1S90  de l a  direc'Ji3n regionale 
de l'industrie  et de la recherche,  service  charge de 
l'inspection  des  installations  classees ; 

VU l'avis du conseil  departemental d'hygiene  expriae Sans sa 
seance du 2 1  juin 1990 ; 

VU l'arrete prefectoral du 22 juin 1990 prorogeant le delai 
d'instruction  de la demande ; 

CONSIDERANT que les intkrzts  mentionnes B l'article ler  des  lois 
n o  6 4 . 1 2 4 5  au 16 dkcernbre 1964 et no 76.663 du 19 juillet 1976 
susvisees  SOnt  garantis par l'execution des prescriptions 
speclfiees par le present  arrOte : 

CZFi :z Froposition du secretaire g e n e r z l  d e  :a prefectsre, 



A r r e t e  : 

A R T I C L E  1. r 

r 

1 )  - La s:e ROCSSEL-CCLXF S . . l .  est a3:orisee a implanter 
sans  l'enceinte  de  son  usine,  situee 3 1  quai A. Barbes a S E L V I L -  
LE/ s.-\OSE, un  Centre  d'Industrialisation  des  Procedes (C.1.p.) 
comprenant  des  unitis  pilotes  et  des  laboratoires  annexes litis au 
"Developpement  Chimique" 

2 )  - Cette  autorisation  est  accordie  aux  conditions  prici- 
sees  lors  dr  la  demande  faite le 1 5  juin  1989,  complitie  les  17 
et 2 4  novembre  1989, SOUS reserve  du  respect  des  prescriptions  de 
i'arr.&te du  21  decembre 1983 modifie,  actualisi  par l e  present 
a r r e t e .  

3 )  - Les  prescriptions  du  present arr5:C s'appliquen: 
:nstallat~ons  precedemment  autorisees  ou  diclar6ej  aemeurant  en 
activite  alnsi qu'h cclles  qui  ont  fait l'cbjct de  la-demande 
presentee le 1 5  juin  1989. 

La liste deli installations  classees  mentionnees  dans le  ta- 
bleau  de  l'arzlcle 1.' de  l'arrite  du 2'1 dCcembre  1983  modifii 
(;ones  d'appiicatron  definies  par  reference  au  plan  joint  en 
annese  du  present  arrite)  est  completee  comme  ci-apres : 

Secteur C . I . P .  : Centre  d'fndustrialisation  des  Procedis I 
REFERENCE  DES 
I S S T A L L A T I O N S  

RUBRIQUE DE ' 
NOMENCLATURE I 



i 

L'article 2 de  l'arrite  du 21 decembrc 1983 modifie  est com- 
;1ete par un paragraphe 9 incluant  les dispositions suivantes : 

" 9  - PRESCRIPTIONS  PARTIC . .  
ULIERES  APPLICABLES  AU C.I.P. : 

Le  Centre  d'Industrialisation  des  Prociiis 1C.I.P. 1 devra  eser- 
:2r ses  activites  en  respectant  les  prescriptions  qui  suivent  ainsi 
;Qe celles  non  contraires  de  l'arrite  du 2: cecembre 1983 eodifit'. 
:.+qlcmcntact  l'enseable des  activites  de l'::z:z* de Seuville.' Sz5r .n .  

9.1 - Jmplantation  du C.I.P. : 

9.1.1 - Les  actis-itis  visies  dans  la derzr.de du 1 5 . 0 E . E P  scr::: 
csercees  dans  les  bitiments  ou sur les  aircs ;ui suivent : 

Bitirnent 8100 : Annese  technique  (extiriour Bt 8200). 

BQtiment 8200 : Bitimcnt "Vniti Pilotc' ou seront  ezudies  les 
;roduits,  procedes  ou  materiels et cornprenan: 6 modules  de 250 m2 : J  
zreliers  isdipendants,  un  hall des  procdd6s ;:*.:-:ant accueillir t c x r  - . ,... - .. &;e pil:tc et d e s  iocaus  techniques et c'~::~~oita:iccl. 

 re ! Q > C L  : Dd?6: aerien  principal rCscr*:C BU stc:;;a;e Ccs  z r -  
t;eres  precieres  recues  par  l'usinc  (1iqt;ides e t  gaz s t a c k i s  en  ci- 
- . e x e s ,  c=r.:eneurs, fGtr,  sphircs ou tcu:eil:?s I .  

. '  

r r  e E301 : .lire extbrieurc  associee  au St 8100. 

9.1.2 - L'implantation,  la  conception. l e  contr6le  de  la  qua- 
lite  de  realisation,  la  conduite e t  l'entrczien  des  unitis  mcttant 
e n  oeu\*rc  ccs  activites  scront  cffectuis  de  facon a qarantir : 



Le  paragraphe 7 de l'article 2 de  l'arrsti  du 21 dicembre 1983 
aodifii  est  csmplete cornme ci-dessous : 

- 100 X de  la  capacitd du  plus  gros  contenant - 50 X du volume total de P . C . B .  present. 

1.2.2 - L'exploitant  procadera A la  virificatioc  pdriodique  vi- 
suelle  au  moins  tous l es  3 ans  de  l'dtancheiti  ou  de  l'absence ce 
fuite sur  les  tranformateurs et dispositift  de  retention. 

7 . 2 . 2  - Les  locaux  renfermant  les  transformateurs ne czcporze- 
.-3c:= pas de  potentiel  calorifique  susceptible  d'alimenter  un inter.- 
l i p  izpcrtant et seront  equipes  de  moyens de ?rCvec:i:n et d e  ;r:- 
tec::sn incendie  appropries. 

7 . 2 . 4  - C e s  locaux  seront  separes c e  :ar;te acc:=:ila:ion de ca- 
tieres  combustibles  par  _un  mur  coupe-feu de dcgri 2 heures,  ou  un 
cspace  libre d'au moins 8 metres. Lea dispositifs de csmnunicaticn 
avec  d'autres  locaux  doivent 6tre coupe-feu 1 hcure. 

i.2.3 - Des mesures  priventiver  appropriies  dcvront itrc prires 
afig  de  limiter la probabiliti et les consequences d'accidents can- 
duisant a la  diffusion  de  substances  toxiques.  Les  transfornateurr 
ainsi que les autres  materiels  electriques  presents  dans  les  locaus 
et/ ou Contenant  du P.C.B. seront  en  particulier : 

- Conformes  aux  normes  en  vigueur au moment  de  leur 
installation, 

- Equipes de spstkme  de  protection  individuelle 
cor.:re les  echauffements  internes (cornme par exemple : protection 
pricaire  par  fusibles  calibres  en  fonction  de  la  puissance - mise 
hors  tension  immediate  en  cas  de  surpression,  de  detection  de  bulles 
gazeuses ou de  baisse  de  niveau  de  diClectriquel. 

Ces  systimes  seront  concus  pour  iviter  tout  reenclenchement  au- 
tomatiquc  et  des  consignes  seront  itablies  pour  en  emp6cher le r6an- 
clenchement  manuel  avant  analyse  du  dbfaut. 

7 . 2 . 6 .  Lcs  dCchets  souillis de P.C.9. pro\-enant  de  l'esploita- 
:ior (entretien,  remplissaqe,  netto>-aqo.  etc. 1 seront  stockes pitis 
4lL::iaes dans d e s  conditions :ompntiblcs :'.'e:. 1 2  7 r z : e c t i - r .  e o  !'c::- 
\.ir;nnement et dans  des  installations resxliero-ent s~~tzrisees a C?t 
r f f e t .  L'esploitant  sera  en  mesure d'en ; . - ~ : i f i e r  H ::'A: Z O Z I Z : .  

I 

i 
i 



7.2.7. Lors  de  travaux  d'entretien cotitants  ou  de mtm 
sur  place  (manipulation  d'appareils  contenan:  des P.C.B., etc. ; ,  
l'exploitant  prendra  les  dispositions  necessaircs a la  prevention 
des  risques  dezpollution  ou  de  nuisance l i es  ces  operations. 

Seront  notamment  Bvitis  les  Ccoulements  de P.C.B. (debordement, 
:upture de  flexible,  etc.),  toute  surchauffe  du  materiel o u  d u  die- 
lectrique  ainsi  que  le  contact  du PCB avec  une flamrne. 

Cne  signalisation  adequate  sera  mise  en  place  pendant  la  duree 
i e s  operations  qui  seront  realisees  sur  une  surface  etanche fen 
-2.jou:ant une  biche  au  besoin,  etc. 1 .  

Le ca:iriel utilise,  compatible  avec  les PCB, ne de\.ra  pas i : : e  
;;;ce~tible  de  provoquer  un  accident  (camion  non  protege  i1ectriq-e- 
:.set, :hoc l o r s  d'une manoeuvre,  flexible  en  mauvais  itat,  etc. 1 .  

i . 2 . 8 .  En cas  de  travaux de dimant&lement,  de  mise  au  rebut 
l'exploitant  previendra  l'inspecteur des installations  classiea  en 
;recisant si necessaire,  la  destination  finale  des PCB ou PCT et des 
substances  souillkes.  L'exploitant  demandera  et  archivera  les  justi- 
I'icarifs  de  leur  5limination  ou  de  leur  regeneration,  dans  une ins- 
-.allation  regulierement  autorisee  et  agreie a cet  effet. 

7 . 2 . 9 .  iout  materiel  impregne  de PCB ne pzurra i t r e  destinP 3:; 
ferraillage  qu'aprks  avoir  ete  decontanini  par  un  procedi permettar,: 
i'obtenir  une  decontamination  durable a moins  de 100 ppm en masse d e  
I'objet. De mdme, la riutilisation d'un materiel  usage  aus  PCB ~ c i ; r  

f t c . )  ne pourra  itre  effectuee  qu'apres  une  decontamination  duratle 
h moins  de 100 ppm en masse de  l'objet. 

_ .  ,.I L A  , * ne soit  -plus  consider6  au PCB (changsment du  dielectriq*.;e, 

La mise  en  dicharge  ou  le briilage simple  sont  interdits." 

Le paraqraphe 7 ("PRESCRIPTIOSS PARTICCLIERES") de  l'art. 2 de 
:'arret& du 21 decembre 1983 modifie  est  complite  comae  ci-dessous : 

"7.3 - prescriptions  auplicables au bassin  de  confinement  des 
enux  uolludes : 

5 . 3 . 1  - Des  vanncs  de  barrage  seront  mises  en  place  sur  toutes 
les  canalisations  de  rejet  direct  d'effluents  en  Sadne  (igouts  "eaus 
7ropres" 1 .  

7 , 3 , 2  - Le reseau  general  usine  des  eaus  rejetbes  en  Sa6ne sera  
dquipe  d'une  station  de  relevage  permettant,  en  situation  acciaen- 
-.elle et pendant  une  durlc  diterminie,  de  stopper  tous les ~ c o u ? ? -  
rents d e  surface  (esus  polluees,  eats  incendie,  etc. 1 en ?es d6t:::r- 
::act c a r  d e s  bassins de  stcckage. 

7 . 3 . 3  - La conception, le nombre et :e dimensionnement f + s  
: . : ~ r a ; e s  e t  ZaterieLn csnstltuan:  les dirpo~l:i~s de  barrage, le :-,fa 
~ t ' a t 1  c e  collecte,  les  stations  de  rele\-age e-. ies S3ss ir .c  dc cc7.i: - 
.-.:.;.en: 32% "ear;:; bzLlL:ees"  k.pvror,; rlc:ac=on: r ? r . i r  c s = F t e  : 
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- Des  quantites  et  debits  d'eaus  (eaus  d'estinction e u r m  
froidissement/  protection,  etc.)  nicessaires  pour  la  lutte  contre 
i'incendie  le  plus  important  envisageable  et  de  celles  apportics  par 
ies  installations  maintenues  en  fonctionnement  ou  mises  en  sicurite. 
Les  justifications  de  ce  dimensionnement  seront  transmises h 1'Ins- 
3ecteur  des  Installations  Classees. 

- De  l'obligation  de  collecter  tous  les  ecoulements  pollues.. 
- Des  caracteristiques  des  effluents  (teaperature,  corrosiviti, 

-,resence de  cor?s  ou  de  particules  solides, e:=.). 

- Ce la prCsence  eventuelle  de matiria:;:: s G l  i d e s  -..-.. . .  a , . a - C p t L 2 - ~ s  
i'entraver  les  ecoulements  ou  le fcnctiormner.: des  nateriels. 

- Des  dispositions B prendre  pour  iviter le risque  de  prcrsza- 
:ion du  feu  par  des  ecoulements  enflammes. 

7.3.4 - En  tout  itat  de  cause,  les bassifis de  stockage  auront 
an  volume  global  minimum  de 4 000 rnJ pour  assurer  au  moins 4 heures 
d'autonomie  au  debit  normal  des  rcjets  (ou 3 h pour  des  eaus  d'ex- 
tinction  Cuentuelles). La station  de  relevage  aura  une  capacite mi- 
nimum de l 500 m3/h  et  sera  iquipee d'au m0lr.s 2 groupes  de  pori~age 
2ntlerement  independant, y compris  en  ce  qui  concerne la source et 
:'alimentation  en  energie  necessaire a lesr f:::ti;nxe:eEt. 

7 . 3 . 5  - Les  bassins  de  stockajc  seront ~ r o t e g e s  contre !'action 
:arrosive  des  agents  atmospheriques et des  efilGents. 

7.3.6 - L'ensemble  du  dispositif  de cc1:ecte et de  retentior, 
sera rigulierement  entrctenu,  contrdli et tet:C (dispositifs  de  bar- 
rage  et  stations de relevage  en  particulierl. 

La frequence et les  modalitis  d'entretien,  d'essais  et  de  con- 
tr6les  feront  l'objet  de  consignes  ecrites  portees a la connaissance 
du  personnel  concerne.  Les  resultats  des  essals et des  contrdles  se- 
ront  consignes  sur  un  support  adapti. 

7.3.7 - La  mise  en  oeuvre  de  l'ensemble  du  dispositif et la 
surveillance  de  son  bon  fonctionnement l o r s  d e  son  utilisation  fe- 
ront l'objet de  consignes  icrites  portCes a ia connaissance du :er- 
sonnel  concerne. 

7.3.8 - Une  desserte  de 2 , s  m autour  des  bassins  sera  amenagee 
de-  facon & pouvoir  pcrmettrc  une  intervention  ou  acheminer  les 
noyens  necessaires B leur  couverture  (mousse1  etc.)  pour  pr6venir 
une  pollution  atmosphirique  iventuelle  par  les  produits  contenus. 

7.3.9 - Les  effluents  issus  des  bassins de confinement  seront 
abligatoirement  analyses  avant  d'etre  orientes  selon  le  cas  en  Sa6ne 
su  sur la station  d'bpuration  de  l'usine. 

7.3.10 - Les  egouts  reliant  l'itzblisse~e~t a l a  \ . a i r i e  C C ~ . ~ U -  
- .a le  (ratite d e  ire*:oli>:! s.eront s u ~ ~ ; ' : z c z  e: aag2z.i: il'?C! t r s r t -  
211 cuvette  de ritention. " 

. .  



Le 4.m. alinea  du  paranraphe  6.4.3  ("materiel  de  lutte  contre 
l'incendie")  de  l'article 2 de  l'arrete  du 2 1  decembre  1983 moa1f:- 
est  actualise cornme ci-dessous : 

" -  de  materiel  d'interventlon  mobile  de  grande  pulssancc : un 
- fournon  pompe  tonne 3 000 1 avec  PToductron  de  mousse ( 5 0 0  1 d'emui- 

seur).  un  camion  mixte (400 kg de  poudre  et 2 000 1 d'emulseur I .  i . 2  

camion  poudre 2 300 kg. une  reserve  de 603 1 d'emulseur  en ::n:~- 
neurs  mobiles.  etc. 'I 

A R T I C L E  7 

Le paragraphe 3.3.3 ("teneur  en  soufre  des  combustibles"1 d e  
i'artlcle 2 de  l'arrete  du  21  aecembre  1963  modifie  est actua1i.g 
comme  ci-dessous : 

"3.3.3 - La teneur  en  soufre  des  co~c:~stit!es ut:lises de\.:: 
e:re en  permanence  rnferreure a 1 k . "  

Le  paragraphe 4.7 de  l'article 2 de l'arrete  du 1 i  mai 1983 mc- 
difie e s t  complete  comme  ci-dessous : 

4.7.6.1 - tin ou  plusieurs  dispositifs  de  protection  Ireservorrs 
de  coupure.  appareils de disconnectron.  etc.)  seront  installis pol;r  
isoier  les  reseaux  d'eaux  industrlelles et eviter  tout  retour  d'eeu 
polluec  ou  non  dans  le  reseau  public  d'eau  potable. 

4.7.6.2 - Les  dispositifs  utilises.  adaptes  aux  caracteris- 
tiques  des reseaus h Cqulper,  devront  avoir  fait  l'objet  d'essals 
technologiques  favorables. 

4.5.6.3 - Accessibles  en  permanence  et  installis a l'abri  ce 
toute  possibilite  d'immersion. c e s  disposltifs  seront  aaintenus  en 
bon  etat  de  fonctionnement e t  periodiquement  verifies.  Des rapporcs 
ecrits  seront  tenus a la  dispositlon  de  1'Inspection  des  Installs- 
tions  Classees. 

4.7.6.4 - Les  dispositifs  susceptibles  de  deborder  sercnt :-- 
?lantes  de  facon a ne pas diluor  les  efflxents  en cas de disfcn:.- 
zicnrement. 



. . .  
i 

A 

Article 9 . -  Le paragraphe 8 ( "AUTRES  DISPOSITIONS") de l'artlcle 2 
de l'arrete  du 21 decembre 1983 modifie est complete comme 
ci-dessous : 

Article 10.- Un  plan  au 1/2.500&me  actcalise  est Join: en annexe 
pour preciser  l'implantation  geographiqxe des diffkrentes zones 
concernees  par les dispositions  du  presen-9  arrtte. 

Article 11.- Un  extrait du present  arrtte, inumerant les 
prescrlptions  susvisees  auxquelles  l'installaticn est soumise, 
sera  afflche en  permanence  de  facon  visible  dans  l'itablissement 
Far  les soins de 1,'exploitant. 

Artf:?e 12.- L'exploitant  devra  se  csnfsr-?r aux  ;r?scri?tions du 
Titre f i l  du  Livre Ii du Code  du Tra*JZ:L alnsi au'aux  textes 
reglemenraires pris en  son applicatlan. 

Article 13.-- Toute  modification apporzk par le dernanaeur P 
l'lnscallation, a son  mode d'utilisation c'; a son voisinage et de 
nature a entrainer un changement  notable IPS elements  du  dossier 
de demande  d'autorisation,  doit  Etre  porte?,  avant  sa  realisation, 
a la connaissance du  prefet  avec tous les ClCments  d'appreciation. 

Artic!e 1 4 .  - Tout  transfert d'une  installation  classee  sur un 
autre  emplacement  necessi te une nouvelle doaande d ' autorisation ou 
une  r.ouvelle  declaration. 

Dans le cas oh l'installation changerait  d'exploitant, 
le ccuve!. exploitant  ou  son representat devra en  faire la 
declaration  au  prefet  dans le mois qui  suit  la  prise en  charge de 
l'exploitatlon. 

Article 15.- L'arrtti  d'autorisation  cesse de proauire effet 
lorsque l'installation  classee n'a pas &t6 mise en  service  dans le 
delai  de  trois  ans ou n'a pas 6 t e  exploitee  durant  deux annees 
consecutives,  Sauf le cas de force  majeure. 

Article 16.- L'exploitant sera tenu de declarer,  dans les 
meilleurs  de'lais, P l'inspection des installations  classees, les 
accidents ou  incidents  survenus du fait du fonctionnernent de cette 
installation  qui  sont de nature a porter  atteinte  soit a la 
comrnodite du  voisinage,  soit a la sante, la securite, la salubrite 
publiques,  soit H l'agriculture,  soit  la protection de la  nature 
et de l'environnement,  soit a la  conser\-afion  des  sites et des 
rnonurrents. 



A r t i c l e  17.'- L ' e x p l o i t a n t   d e v r a  se conformer  aux lois e t  
r e g i e m e n t s   i n t e r v e n u s  ou a i n t e r v e n i r   s u r  l e s  i n s t a l l a t i o n s  
c l a s s e e s  e t  e x e c u t e r   d a n s   l e s  d k l a i s  p r e s c r i t s   t o u t e   m e s u r e   q u i  
l u i   s e r a i t   u l t e r i e u r e m e n t   i m p o s e e   d a n s   l ' i n t e r s t  de l a  s e c u r i t e  e t  
de  l a  s a l u b r i t i   p u b l i q u e s  ou pour  f a i r e  c e s s e r  des  i n c o n v e n i e n t s  
p r e j u d i c i a b l e s   a u   v o i s i n a g e .  

A r t i c l e  18 . -  Conformement BUX d i s p o s i t l x s   r e g l e n e n t a i r e s   e n  
v i g u e u r ,  un e x t r a i t   d u   p r e s e n t   a r r e t e ,  Cr.-snerant l e s   c o n d i t i o n s  
a u x a u e l l e s   l ' a u t o r i s a t i o n  e s t  a c c o r d i e ,  sera  a f f i c h i  B l a  rnairie 
pendant   une  duree minimum d 'un   mois   avec   ment ion  de l a  p o s s l b i l i t e  
p o u r   l e s  t i e r s  de c o n s u l t e r   s u r   p l a c e ,   o u  l a  p r e f e c t u r e  du R h h e  
( d i r e c t i o n  de l ' a d m i n i s t r a t i o n   g e n e r a l e  - 36me bureau )  l e  t e x t e  
des p r e s c r i p t i o n s  ; p r o c e s - v e r b a l  de l ' a c c o m p l i s s e r n e n t   d e   c e t t e  
f o r m a l i t 6  sera d r e s s 6   p a r   l e s   s o i n s  du   mai re .  

Un a v i s  sera  i n s e r e ,  p a r  l e s   s o i n s  du p r e f e t   e t  
a w  f ra i s  d e  1 ' e x p l o i t a n t ,  d a n s  deux journa-.uc l o c a u x  ou r i g i o n a u x ,  
a i f f x s e s   d a n s   t o u t  l e  d e p a r t e m e n t .  

A r t i z l e  19 .  - Les d r o i t s   d e s   c i e r s  s o n t  expres semen t   r e se rves .  

A r t i c l e  20 .  - F a u t e   p a r   l ' e x p l o i t a n t  de 5 2  confo rmer   aux   t ex t e s  
r e g l e n e n t a l r e s   e n   v i g u e u r   e t  a w  p r e s z r i p t i o n s  precedemment 
S d i c t e e s ,  il sera fait a p p l i c a t i o n   d e s   s a c t i o n s   a d m i n i s t r a t i v e s  
e t   p e n a l e s   p r e v u e s   p a r  l a  l o i  du  19 j u i l l e t  1 9 7 6   p r e c i t e e .  

A r t l c l e  2 1 .  - Le p r e s e n t  arr2te n e   p r e j u g e   e n   r i e n  l e s  
a u t o r l s a t l o n s   q u i   p o u r r a i e n t  s tre n i c e s s a i r e s   e n   v e r t u   d ' a u t r e s  
r eg lemen ta t j  o n s  p o u r  1 I i m p l a n t a t i o n ,  1'  i n s t a l l a t i o n   e t  l e  
fonccionnement d e  l ' a c t i v i t e   s u s v i s e e .  

A r t i c l e  2 2 .  - "3Clai e t  v o i e   d e   r e c o u r s   ( a r t i c l e  14 d e   l a   l o i  
nJ 7 6 . 0 6 3  du 1 9  j u i l l e t  1976 r e l a t i v e  aux i n s t a l l a t i o n s   c l a s s e e s  
pour l a  p r o s e c t i o n  de l ' e n v i r o n n e m e n t )  : l a  p r e s e n t e   d e c i s i o n   n e  
p e u t   8 t r e  d e f k r e e  q u ' a u   t r i b u n a l   a d m i n i s t r a t i f .  Le d e l a i  de  
r ecour s  e s t  de  deux mois pour l e  d e m a n d e u r   o u   l ' e x p l o i t a n t .  Ce 
d e l a i  commence c o u r i r   d u   j o u r  ofi l a  p r e s e n t e   d e c i s i o n  a i t 4  
n o t i f i k e "  

A r t i c l e  23 .  - Le s e c r e t a i r e   g e n e r a l  de  la p r e f e c t u r e   e t  l e  
d i r e c t e u r   r e g i o n a l  de l ' i n d u s t r i e  e t  de l a  r e c h e r c h e ,   i n s p e c t e u r  

- au   mai re   de   Neuvi l le  sur S a s n e ,   c h a r g e   d e   l ' a f f i c h a g e   p r e s c r - i t  B 
l ' a r t i c l e  18 du p r e s e n t  arrete ; 



0 0 0 2 b  I 
- aux c o n s e i l s   m u n i c i p a u x  d e  : 

- NEUVILLE s u r  SAONE - ALBIGNY sur SAONE - CAILLOUX s u r  FONTAINES - CHASSELAY - LES  CHERES - COLLONGES au MONT d'OR - COUZON au MONT d l  OR - CURIS au MONT d l  OR - FLEURIEU  SUR  SAONE - FONTAINES  SAINT MARTIN - FONTAINES  SUR  SAONE - GENAY - LIMONEST - MONTANAY - POLEYMIEUX au MONT d'OR - QUINCIEUX - ROCHETAILLEE - S A I N T  CYR - S A I N T   D I D I E R  au MONT d '  OR - SAINT  GERMAIN au MONT d '  OR - S A I N T  ROMAIN au MONT d '  OR - SATHONAY V i l l a g e  - CIVRIEUX - !4ASSIEUX - PARCIEUX - MIONNAY - REYRIEUX 

- au d i r e c t e u r ,  chef  du s e r v i c e  i n t e r m i n i s t e r i e l  de d e f e n s e  e t  de 
la p r o t e c t i o n   c i v i l e  

- au d i r e c t e u r   d k p a r t e m e n t a l  des s e r v i c e s   d ' i n c e n d i e   e t  de s e c o u r s  

- au d i r e c t e u r   d k p a r t e m e n t a l  de 1 'kquipernent 

- au d i r e c t e u r   d k p a r t e m e n t a l  de l ' a g r i c u l t u r e  e t  de l a  f o r s t  

- au d i r e c t e u r   d k p a r t e m e n t a l  des a f f a i r e s  sani ta i res  e t   s o c i a l e s  

- au d i r e c t e u r   d k p a r t e m e n t a l  du t r a v a i l  e t  de  l ' e m p l o i  

- l ' h y d r o g e o i o g u e   o f f i c i e l  

- a l ' i n g k n i e u r   e n   c h e f ,   c h e f   d u   s e r v i c e  de l a  n a v i g a t i o n  
RhGne-SaBne 

- a u   m i n i s t r e   d e   l ' a g r i c u l t u r e  e t  de l a  f o r s t  

- a l ' e x p l o i t a n t ,  par l a  v o i e   a d m i n i s t r a t i v e .  

Lyon,  l e  'c 7 AgrJT jssu 
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TRANSLATION 

Prefecture  of  the  Rh6ne  Roussel  Uclaf 
General  Administration  Department  Republic  of  France 
3rd  Off  ice 
Environment;  Classified  Facilities  Lyon,  August 7, 1990 
By:  Mrs.  Leclerc/PC 
Ext. 6151 

ORDER 
Authorizing  the  Roussel  Uclaf  Company 

To Develop A Process  Industrialization  Center 
Within  Its  Factory  Located  at 

31 quai  Armand BarbBs,  Neuville-sur-Sa6ne 

The  Prefect  of  the  Rhbne- 
Alpes  Region 
Prefect of  the  Rh6ne 
Officer  of  the  Legion  of 
Honor 

HAVING  REGARD TO THE FOLLOWING: 

Law  Number 64.1245 of December 16,  1964, as  amended, 
relating  to  the  water  system  and  water  distribution  and 
pollution  control; 

Law  Number 76.663 of July 19, 1976 as  amended  relating  to 
facilities  classified  for  environmental  protection; 

Decree  Number 77.1133 of September 21,  1977 as  amended, 
implementing  the  aforementioned  laws 

* 
* * 

The  Prefectoral  Order  of  December 21, 1983 governing  the 
operations  of  the  Roussel  Uclaf  Company  within  its  factory 
located  at 31 quai  Armand  Barbes,  Neuville-sur-Sa6ne. 



The Application  filed  on  June 1 5 ,  1989,  supplemented on 
November 17 and  24,  1989,  by  the  Roussel  Uclaf  Company  to  be 
authorized  to  develop  a  process  industrialization  center  in 
its  factory  located  at 31 quai  Armand  Barbes,  Neuville-sur- 
Sa6ne. 

The  Opinion  dated  January 30, 1990  by  the  Official 
Hydrogeologist. 

The  Opinion  dated  February 12, 1990  by  the  Departmental* 
Labor  Department. 

The  Opinion  dated  February 2 6 ,  1990  by  the  Departmental 
Health  and  Social  Affairs  Department. 

The  Opinion  dated  March 6, 1990  by  the  Interministerial 
Civil  Defense  and  Protection  Service. 

The  Opinion  dated  March 9, 1990  by  the  Departmental 
(Industrial)  Equipment  Department. 

The  Opinion  dated  March  21,  1990  by  the  Departmental 
Agriculture  and  Forestry  Department. 

The  Opinion  dated  April  17,  1990  by  the  Departmental  Fire 
and  Rescue  Service  Department. 

The  Opinion  dated  May 10, 1990  of  the  RhGne-Sa6ne  Navigation 
Service. 

The  Opinion  dated  July 30, 1990  by  the  Ministry  of 
Agriculture  and  Forestry. 

*"Departmental"  as  used  herein  presumably  refers  to  the 
Departement  of  the  Rh6ne  (translator's  note). 



* 
* * 

The summary  report  of  May 2 8 ,  1 9 9 0  by  the  Regional  Industry 
and  Research  Department,  the  service  responsible  for 
inspection  of  classified  facilities. 

The Opinion  of  the  Departmental  Hygiene  Council  expressed  at 
its  meeting  of  June 21, 1990 .  

The  Prefectoral  Order  of  June 2 2 ,   1 9 9 0  extending  the  time 
period  for  investigating  the  applications; 

WHEREAS  the  interests  stated  in  Article 1 of Law  Number 
64.1245 of December 1 6 ,   1 9 6 4  and  Law  Number 76.663 of  July 
1 9 ,   1 9 7 6  aforementioned  are  guaranteed  by  implementation  of 
the  conditions of the  present Order; 

At  the  proposal  of  the  Secretary  General  of  the  Prefecture, 
hereby  orders: 

ARTICLE 1 : 

1) The  Roussel  Uclaf S.A. Company  shall  be  authorized 
to  build,  within  its  factory  located  at 31 quai A. Barbgs, 
Neuville/Saene,  a  Process  Industrialization  Center (PIC) 
including  pilot  units  and  laboratory  annexes  connected  with 
"Chemical  Development. 'I 

2 )  This  authorization  is  granted  under  the  conditions 
set at  the  time  of  the  application on  June 1 5 ,  1 9 8 9 ,  

supplemented on November 17 and 24 ,   1989 ,  provided  the 
provisions  of  the  Order  of  December 21,  1983 as  amended  and 
updated  by  the  present  Order  are  met. 



3) The  provisions  of  the  present  Order  shall  apply  to 
facilities  previously  authorized  or  reported  as  continuing 
to  operate,  as  well  as  to  those  referred  to  in  the 
application  filed on June 1 5 ,  1989. 

ARTICLE 2 

The  list  of  classified  facilities  given in the 
table  in  Article  1  of  the  Order  of  December  21,  1983  as 
amended  (application  zones  defined  by  reference  to  the 
drawing  attached  to  the  present  Order)  shall  be  supplemented 
as  follows: 

CIP  Sector:  Process  Industrialization  Center 

Facility  Designation of 
. .  Reference  Activities 

. -  

Quant . Nomenclature 
Planned Heading 

A.5001/B.8200  Storage/util. of liquefied 
and  hydrochloric  acid (in 
unit  capacities 5 30 kg) 250 kg 

A. 5 0 0 1  

B.  8200 

Storage  of  liquefied 
combustible  amines (unit 
capacities > 50  kg) 200 kg 

Factory  shops  where 
liquefied  combustible 
amines  are  used. 100 kg 

Facilities  containing 
animals/living  beings 
(implementation of  biochemical 
processes) -- 

16 bis 2 b 

48 bis 1 b 

48  ter B 1 

58 - 11 



A.5001/B.8200 Storage/use  of  methyl 
bromide 750 kg 8 8  - 1 

ARTICLE 3 

Article 2 of the  Order  of  December 21 ,   1983  as  amended 
shall  be  supplemented  by  a  paragraph 9 including  the  following 
provisions: 

9 SPECIAL  PROVISIONS  APPLICABLE TO THE PIC: 

The  Process  Industrialization  Center (PIC) must,  when 
carrying  out  its  activities,  abide by  the  following  provisions 
and  those  not  contrary  to  the  Order  of  December 2 1 ,   1 9 8 3  as 
amended,  governing  all  the  activities  of  the  Neuville/Saene 
Factory. 

-9.1.  Layout  of  PIC: 

9.1.1.  The  activities  listed  in  the  application  of 6 / 1 5 / 8 9  

shall  be  carried  out  in  the  buildings  or  areas  listed  below: 

Buildinq 8100 :  Technical  annex  (outside  Building 
8200). 

Building 8200:  tlPilot Unit"  building  for  research on 
products,  processes,  or  materials  including  six 250  m2 modules 
(four  independent  shops,  a  process  shop  that  may  accommodate  all 
pilot  apparatus,  and  technical  and  operating  areas). 

Area 5001:  Main  open-air  storage  for  raw  materials 
received  by  the  factory  (liquids  and  gases  stored  in  tanks, 
containers,  drums,  spheres,  or  cylinders). 



, .. 'e, ..:. 1. 
i , Area 8001:  Open-air  area  associated  with  Building 

8100.  

9.1.2.  The  layout,  design,  building  quality  control,  operation 
and  maintenance  of  the  units  where  these  activities  are  conducted 
shall  be  effected  such  as  to  guarantee: 

* That  the  risks  brought  about  between  the  various 
units  in  this  sector  (domino  effect  in  an  accident  situation)  are 
in  no  case  significantly  increased, 

* That any  explosion  will  not  generate  an  excess 
pressure of more  than 0.05 bar at  the  property  boundary, 

* That  in  an  accident  situation,  the  level  of  toxic  gas 
or  vapors  discharged  to  atmosphere  is  consistently  less  than  the 
value  that  would  cause  irreversible  health  damage  to  persons 

. . living  along  the  river  bank. 
.' > 

9.2. Desiqn of  Facilities 

9.2.1. The ''Pilot  Unit"  Building will  be  built  of 
incombustible,  fire-resistant  materials. The  walls  separating 
each  shop  will  have  fire  resistance  of  over  two  hours.  The 
communicating  doors  (fire  resistant  for  half  an  hour)  will  be 
fitted  with  automatic  closure  systems  (Bloom  type,  etc.). The 
central  control  room  and  the  technical  areas  will  be  equipped 
with  airlocks. 

Members  bearing  metal  structures  will  be  protected  from 
heat if, upon  a  fire,  their  destruction  would  excessively  spread 
the  catastrophe  or  compromise  firefighting  activities. 



-. . 
. .  Internal  firefighting  equipment  designed  for  the  risks 

to  be  covered  will  be  located  in  the  immediate  proximity  of  or 
inside  the  building. 

ARTICLE 4 

Article 2 ,  paragraph 7 of  the  Order  of  December  21, 
1983 as  amended shal.1  be  supplemented  as  stated  below: 

"7.2.  Provisions  Applicable  to  Systems  Containinq 
Polychlorobiphenyls  or  Polychloroterphenyls  (PCB/PCT): 

7.2.1. The  electrical  transformers  shall be  located on sealed 
holding  devices  with  no  communication  with  the  ground  or  sewers 
whose  useful  volumes  are  greater  than  or  equal  to  the  highest  of 
the  following: 

- 100% of  the  capacity  of  the  largest  container 
- 50% of  the  total  volume  of  PCB's  present 

7.2.2. The  operator  shall  periodically,  and  at  least  every 
three  years,  visually  inspect  the  seal  (absence  of  leakage)  of 
the  transformers  and  holding  devices. 

7.2.3.  Premises  containing  transformers  shall  have  no  heat 
potential  that  could  feed  a  large  fire  and  shall  be  equipped  with 
appropriate  fire  protection  and  prevention  means. 

7.2.4. These  premises  shall  be  separated  from  any  accumulation 
of  combustible  materials  by  a  fire  wall  lasting  two  hours or an 
open  space  of  at  least  eight  meters. The  communication  devices 
with  other  premises  must  have  a  one  hour  fire  cutoff. 

7.2.5.  Appropriate  preventive  measures  must  be  taken  to  limit 
*""3 , I  the  probability  and  consequences of accidents  leading to spills 
..> 



..' -7, of  toxic  substances.  The  transformers  as  well  as  the  other 
electrical  materials  present  in  the  premises  and/or  containing 
PCB's shall  in  particular: 

- conform  to  standards  effective  as  of  the  time  of 

their  installation, 

- be  equipped with.individua1  protection  systems 

against  internal  heating  (for  example  primary  protection  by  fuses 
calibrated  according  to  power -- immediate  switchoff in the  event 
of  overpressure,  detection  of  gas  bubbles,  or drop  in  dielectric 
level). 

These  systems  shall  be  designed  to  avoid  any  automatic 
resetting  and  procedures  shall  be  established  to  prevent  manual 
resetting  before  the  fault  has  been  analyzed. 

7.2.6. Wastes  contaminated  with PCB's coming  from  operations 
(maintenance,  filling,  cleaning,  etc.)  shall  be  stored  then 
eliminated  under  conditions  compatible  with  environmental 
protection  in  facilities  properly  authorized  for  this  purpose. 
The operator  shall  be  prepared  to  give  substantiating  information 
on  this  at  all  times. 

Wastes  containing  over 100 ppm  shall  be  eliminated in 
an  authorized  facility  ensuring  destruction of the PCB molecules. 
For  wastes  with  a  content of between 10 and 100 ppm,  the  operator 
will  justify  the  elimination  systems  chosen - transfer  to  an 
industrial  waste  dump,  confinement,  etc. 

7.2.7. At the  time of normal  on-the-spot  maintenance  and 
repair  work  (handling  systems  containing PCB's, etc.),  the 
operator  shall  take  the  steps  necessary  for  preventing  pollution 
or hazard  risks  linked  to  these  operations. 
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1 ..:. .&P . ~i .. Particular  care  shall  be  taken  to  avoid  PCB  spills 

(overflows,  breakage of  hoses,  etc.),  overheating  of  materials  or 
dielectrics,  and  contact  between  PCB's  and  a  flame. 

An  adequate  signaling  system  shall  be  established  for 
the  duration  of  operations  conducted  above  a  sealed  surface  (by 
adding  a "bathe" if  needed,  etc. ) [a  "bache"  could  be  a  tank  or 
other  container  for  liquids,  or  a  tarpaulin - Translator's 
note]. 

The  PCB-compatible  materials  used  must  not  be  able  to 
cause  an  accident  (truck  without  electrical  protection,  accidents 
during  maneuvers,  hoses  in  poor  condition,  etc.). 

7 . 2 . 8 .  In the  event of disassembly  work  or  dumping,  the 
operator  shall  inform  the  Inspector  of  Classified  Facilities 
stating,  if  necessary,  the  final  destination  of  the PCB's or 
PCT's  and  contaminated  substances.  The  operator  will  apply  for 
and  file  substantiating  data  for  their  elimination or 
regeneration  with  a  facility  properly  authorized  and  approved  for 
this  purpose. 

7.2.9. No materials  impregnated  with  PCB's  may  be  scrapped 
until  they  have  been  decontaminated  by  a  process  resulting  in 
lasting  decontamination  with  less  than 100 ppm  by  mass  of  the 
object.  Likewise,  materials  used  for PCB's may  not  be  re-used 
for  any  other  purpose  (change  in  dielectric,  etc.)  until  they 
have  undergone  lasting  decontamination  to  less  than 100 ppm  by 
mass of the  object. 

Merely  dumping  or  burning  is  forbidden." 
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ARTICLE 5 
: 7.. 

i .t 

Paragraph 7 ("SPECIAL PROVISIONSf1) of  the  Decree  of  the 
Order of December 21,  1983 as  amended,  Article 2, shall  be 
supplemented  as  follows: 

"7.3. Provisions  Applicable  to  Catch  Basins  For  Polluted 
Water: 

d 

7.3.1. Wickets  shall  be  installed on all  channels  directly 
pouring  effluents  into  the  Sa6ne  ("clean  water"  sewers). 

7.3.2. The  general  factory  system  for  water  discharged  into 
the Sahe shall  be  equipped  with  a  station  design so that,  in  an 
accident  situation  and  for  a  given  period  of  time,  it  could  stop 
a l l  surface  flows  (polluted  water,  runoff  water  from 
firefighting,  etc.)  by  diverting  it  to  storage  basins. 

7.3.3. The  design,  number,  and  sizes  of  the  structures  and 
. .  

.. ,. 

. .  materials  of  which  the  barrier  devices,  collecting  system, 
diversion  stations,  and  catch  basins  for  "polluted  water"  are 
made  must  take  the  following  into  account,  in  particular: 

- The  water  quantities  and  flowrates  (runoff  from 

firefighting,  cooling  water,  protection  water,  etc.)  needed  for 
controlling  the  largest  predictable  fire  and  the  water  from 
facilities  kept  operating or kept  safe.  Supporting  data  for 
sizing  shall  be  forwarded  to  the  Inspector  of  Classified 
Facilities. 

- The  obligation  to  collect  all  polluted  flows. 

- Characteristics of the  effluents  (temperature, 

corrosiveness,  presence  of  solid  bodies  or  particles,  etc.). 

- Possible  presence  of  solids  that  could  clog  flows "7.. 
I .  or  impede  equipment  operation. 
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t;i;.t-' . :-. . , , ,f. - Steps  taken  to  prevent  the  risk  of  fire .-_. .. 

propagation  by  flows  that  have  caught  fire. 

7.3.4. In any  event,  the  storage  basins  must  have  a  minimum 
volume  of 4,000 m3  to  ensure  at  least  four  hours  independence 
with  a  normal  discharge  flowrate (or three.  hours  for  any  fire 
extinction  runoff).  The  diversion  station  will  have  a  minimum 
capacity  of 1500  m3/h  and  will  be  equipped  with  at  least  two 
fully  independent  pumping  groups,  including  independent  energy 
supplies. 

7.3.5.  The  storage  basins  shall  be  protected  from  the 
corrosive  action  of  atmospheric  agents  and  effluents. 

7.3.6.  The  entire  collection  and  holding  system  shall  be 
regularly  maintained,  inspected,  and  tested  (barrier  devices  and 
diversion  station  in  particular). 

The frequency  and  methods  of  maintenance,  testing,  and 
inspection  shall  be  set  down  in  written  instructions  made  known 
to  the  personnel  concerned.  The  testing  and  inspection  results 
will  be  written  on  an  appropriate  media. 

7.3.7. Operation  of  the  entire  system  and  monitoring  of  its 
correct  operation  when  used  will  be  embodied  in  written 
instructions  made  known  to  the  personnel  concerned. 

7.3.8. A service  area 2.5 m wide  around  the  basins  will  be 
provided  to  allow  for  intervention  or  placement  of  covering 
materials (foam, etc.)  to  prevent  any  air  pollution  by  the 
products  contained. 

7.3.9.  Effluents  from  catch  basins  must  be  analyzed  before 
being  sent  either  to  the  Sa6ne  or  to  the  factory  treatment 

.-?e% 
, .1 stations. 
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7.3.10.  Sewers  connecting  the  factory  to  the  communal  highway 
system  (Trevoux  road)  will  be  eliminated  and  storage 5100 treated 
as  a  holding  tank." 

ARTICLE 6 

The  fourth  indent  of  section 6.4 .3 .  ("Firefighting 
Equipment")  of  Article 2 of  the  Order  of  December 21 ,   1983  as 
amended  shall  be  updated  as  follows: 

"High-power  mobile  firefighting  equipment:  a 3,000 

liter  pump  truck  with  foam  production ( 5 0 0  liters  of  emulsifier), 
a  combination  truck (400 kg of  powder  and 2,000 liters  of 
emulsifier),  a 2300  kg powder  truck, an 800  liter  emulsifier 
reserve  and  movable  containers,  etc." 

ARTICLE 7 

"- ?' .. 
.-:, ' 

Paragraph 3 . 3 . 3 .  ("Sulfur  Content  of  Fuels")  in  Article 
2 of the  Order  of  December 21 ,   1983  as  amended  shall  be  updated 
as  follows: 

"3.3.3.  The  sulfur  content  of  fuels  used  must  always  be  less 
than 1%. I' 

ARTICLE 8 

Paragraph 4.7 of  Article 2 of  the  Order  of  May 17, 1 9 8 5  

as  amended  shall  be  supplemented  as  follows: 

"4.7.6.  Differentiation  Between  Systems  for  Public  Water  Supply 
and  Industrial  Water: 

4.7.6.1. One  or  more  protection  devices  (cutoff  reservoirs, 
disconnect  systems,  etc.)  shall  be  installed  to  isolate  the 



industrial  water  systems  and  prevent  any  backup  of  polluted  or 
unpolluted  water  into  the  public  drinking  water. 

. .  

4 .7.6.2.  The  devices  used,  designed  for  the  characteristics  of 
the  systems to be  equipped,  must  have  passed  technological  tests. 

4.7.6.3.  Permanently  accessible  and  sheltered  from  any 
possibility  of  immersion,  these  devices  must  be  kept  in  good 
operating  condition  and  inspected  periodically.  Written  reports 
must  be  held  available  for  the  Inspector  of  Classified 
Facilities. 

4.7.6.4.  Devices  that  might  spill  must  be  located so that  they 
do  not  dilute  effluents  in  the  event of a  malfunction. 

4.7.6.5. The  operator  will  establish  plans  and  diagrams  of  these 
devices  and  the  drinking  water  system,  and  keep  them  up  to  date." 

Article 9. Paragraph 8 ("OTHER  PROVISIONS")  of  Article 2 of 
the  Order  of  December 21,  1983 as  amended  shall  be  supplemented 
as  follows: 

' l8 .11. The polluted  water  storage  basins  and  annexed 
facilities  or  developments  listed  in  Article 7 .3  above  must  be 
operational  by  December 31, 1990 at  the  latest." 

Article 10. An  updated  drawing  on  a  scale  of 1 :2 ,500  is 
attached  to  specify  the  geographical  layout  of  the  various  areas 
concerned  by  the  provisions  of  the  present  Order. 

Article 11. An  extract  from  the  present  Order,  listing  the 
above  provisions  covering  the  facility,  shall  be  permanently  and 
visibly  posted in the  factory  by  the  operator. 



i&++ 
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&k .. Article 12. The  operator  must  conform  to  the  provisions of 
Title 111, Book  I1  of  the  Labor  Code  and  to  the  regulations 
implementing  it. 

Article 13. Any  modification  made  by  the  applicant  to  the 
facility,  its  manner  of  use,  or  to  its  environment  such  as  to 
make  a  noteworthy  change  to  the  information  in  the  application 
for  authorization  must,  before  being  implemented,  be  made  known 
to  the  Prefect  with  all  data  for  evaluation. 

Article 14. Any transfer  of  a  classified  facility  to  a  new 
location  requires  a  new  application  for  authorization  or  a  new 
declaration. 

If  the  operator  of  the  facility  changes,  the  new 
operator  or  his  representative  must so report  to  the  Prefect 
within  a  month  of  starting  the  new  job. 

.. . . .. - _  
Article 15. The  authorization  order  shall  cease  to  produce 
effects  when  the  classified  facility  has  been  out  of  service  for 
three  years  or  has  not  been  operated  for  two  consecutive  years, 
except  in  the  case  of  an  Act  of  God. 

Article 16. TLe  operator  must,  as  soon  as  possible,  upon 
inspection  of  classified  facilities,  report  accidents  or 
incidents  occurring  because  of  the  operation  of  this  facility 
which  might  affect  the  convenience  of  the  neighborhood,  or  its 
health,  safety,  public  health,  or  agriculture,  or  protection  of 
nature  and  the  environment,  or  preservation  of  sites  and 
monuments. 

Article 17. The  operator  must  abide  by  laws  and  regulations 
already  passed  or to be  passed  in  the  future on classified 
facilities  and,  within  the  prescribed  periods  of  time,  take  all :--. I 

. .  steps  that  may  be  imposed  thereon  in  the  interests  of  public 
.-#” 



.:%: 
$ - $  health  and  safety  to  stop  any  nuisances  detrimental  to  the - *- 

neighborhood. 

Article 18. In accordance  with  current  regulations,  an  extract 
of  the  present  Order  stating  the  conditions  under  which 
authorization is granted  shall  be  posted  at  the Town  Hall  for  at 
least  one  month  stating  that  third  parties  may  read  the  entire 
text  at  the  Town  Hall  or  at  the  Prefecture  of  the  Rh6ne  (General 
Administration,  third  office);  a  report  to  the  effect  that  this 
formality  has  been  carried  out  will  be  prepared  by  the  Mayor. 

A  notice  will  be  published  by  the  Prefect  and  at 
the  expense  of  the  operator in two  local  or  regional  newspapers 
distributed  throughout  the  Department. 

Article 19. The  rights of  third  parties  are  expressly 
reserved. 

I.. . .  
_ I  *0*' 

Article 20. If  the  operator  fails  to  abide  by  current 
regulations  and  the  aforesaid  provisions,  the  administrative  and 
criminal  penalties  provided  by  the  above-mentioned  Law of July 
19, 1976 shall  be  applied. 

Article 21. The present  Order  does  not  in  any  way  prejudge  any 
authorizations  that  may  be  necessary  under  other  regulations  for 
layout,  installation,  and  operation  of  the  above  activity. 

Article 22. "Timing  and  Recourse"  (Article 14 of Law Number 
76.663 of  July 19, 1976 relating  to  facilities  classified  for 
environmental  protection):  the  present  decision  may  be  appealed 
only  to  an  administrative  court.  The  time  for  an  appeal  is  two 
months  for  the  applicant  or  operator.  This  period  begins  to  run 
on the  day  the  operator  is  notified of the  present  decision." 



0002?1 

Article 23. The  Secretary  General of  the  Prefecture  and  the 
Regional  Director  of  Industry  and  Research,  the  Inspector  of 
Classified  Facilities,  shall  be  responsible  for  enforcing  the 
present  Order,  each  one  according  to  his  own  responsibilities. A 
copy  thereof  shall  be  sent: 

- to  the  Mayor  of  Neuville-sur-Sa6ne  who  must  post  it 

according  to  Article 18 hereof; 

- to  the  municipal  councils  of: 

- N E U V I L L E  sur S A O N E  - A L B I C N Y  sur S A O N E  
- C A I L L O U X  sur F O N T A I N E S  - C H A S S E L A Y  - LES C H E R E S  - C O L L O N G E S  au MONT d'  OR - COUZON au MONT d '  OR - C U R I S  au MONT d '  OR - F L E U R I E U   S U R   S A O N E  - F O N T A I N E S   S A I N T   M A R T I N  - F O N T A I N E S   S U R   S A O N E  - GENAY - L I M O N E S T  - MONTANAY - P O L E Y M I E U X  au MONT d ' O R  - Q U I N C I E U X  - R O C H E T A I L L E E  - S A I N T   C Y R  - S A I N T   D I D I E R  au MONT d 'OR - S A I N T   G E R M A I N  au MONT d l  OR - S A I N T   R O M A I N  au MONT d'OR - SATHONAY Village - C I V R I E U X  - M A S S I E U X  - P A R C I E U X  - MIONNAY - R E Y R I E U X  

- to  the  Director,  head of the  Interministerial  Civil  Defense 

and  Protection  Department 

to  the  Departmental  Director  of  Fire  and  Safety  Services 

to  the  Departmental  (Industrial)  Equipment  Director 



- to  the  Departmental  Agriculture  and  Forestry  Director 
.- ”.&?+’ . .. . 
c ’. . 

- to  the  Departmental  Health  and  Social  Affairs  Director 

- to  the  Departmental  Labor  and  Employment  Director 

- to  the  Official  Hydrogeologist 

- to  the  Chief  Engineer,  head of the  Rhene-Saene  Navigation 

Service 

- to  the  Minister  of  Agriculture  and  Forestry 

- to  the  operator,  through  administrative  channels 

Lyon,  August 7, 1990 
The  Prefect 

..:.,f- By  the  Secretary  General . _ .  - [signature] 



ENVIRONMENTAL ASSESSMENT REPORT 
(Halofuginone  hydrobromide) 

6 . 4 .  Discussion of the  effect  that  approval  will  have  upon  compliance  with 
current  emissions  requirements at the  production  site 

Approval  of  the  proposed  action  will  have  no  adverse  effect  upon 
compliance  with  current  emissions  requirements  at the production  site. 



BUOFUGINONE  WDROBROHIDE 

ENVIRONMENTAL ASSESSMENT  REPORT 

Health  effects  data 

Worker  exDosure - Halofueinone  synthesis 

The  attached  report  was  prepared by the  Central  Department  of 
Toxicovigilance. 

(See  attached  sheets). 



WORKER EXPOSURE 
HALOFUGINONE  SYNTHESIS  AND  FORMULATION 

SYNTHESIS OF HALOFUGINONE  HYDROBROMIDE 

Main hazard3 

The  synthetic  route of Halofuginone  hydrobromide  comprises 3 steps,  from the 2 
.- . .  . I  raw (or  starting)  materials  cebrazolone  and  ridane  hydrobromide. 
,.,, '.' . *+ 

.. . 
1 , .  . - "., 

.,-- 

Cebrazolone_can be considered  as noxious  only  and  ridane hydrobromide  as 
noxious  and  moderately  irritant ; they are the  less  hazardous  compounds of the 
synthesis. 

The steps  leading  from  ridane  hydrobromide  to  Halofuginone  hydrobromide  are 
very hazardous.mainly  due to : 

- The reagents  used,  such  as  toxic  and very irritant  bromine,  allyl  chloro- 
formate  with  a  toxicity  similar to that of phosgene,  sodium  hydroxide : a 
corrosive  liquid,  chloroform : a very volatile solvent  and 60" hydrobromic 
acid : a  corrosive  fuming liquid . 

- The  by-products : toxic  and  irritant allyl bromide,  generated  during the 
condensation of allyl  bromoridane and  cebrazolone.It  is  suspected  that a very 
small  quantity  of  methyl  bromide  could be also  generated  during this 
condensation. 

The  synthesis  intermediate,  allyl  bromoridane,  and the  catalyst  .tetrabutyl 
ammonium  bromide,  are  also  markedly  irritant  and  noxious. 

Halofuginone  hydrobromide,  itself, is a toxic  and  very  irritative  material. 



From time to time  an  additional  step is performed to fix halofuginone hydro- 
bromide  on a resin  and  leading to halofuginone resinate ; this  resinate form is 
noxious  and  rather  less  irritant than halofuginone  hydrobromide. 

For each  product  appearing in this synthesis,  a  Material Safety Data Sheet 
(MSDS) is provided  and  regularly updated by the Industrial  Hygiene department 
of the ROUSSEL  UCLAF  Group.  They are now  stored in a  group  data bank 
accessible to each  person in  charge of the safety in  the  plants. A workshop  sheet, 
derived  from  the MSDS, insists  on the main hazards  and  gives  precise recom- 
mendations  for  protection and  handling. 

Since 1982, Halofuginone  hydrobromide has been synthesized in the production 
plant  in  Neuville-sur  Sa6ne. 

There are in general 12 campaigns  a  year,  each of them  lasting  about  a week and 
leading to the synthesis of 750-1000 kg of Halofuginone. 

During  a  year,  it  can be considered that a  total of 48 persons, working in 8-hour 
shifts  could  have to deal intermittently with the different  steps of the  synthesis. 

Prevention of exposure is ensured by practically  totally closed process and the 
steps  leading  from  ridane  hydrobromide to Halofuginone  hydrobromide and 
involving  the  handling of the  powdered  products are performed in a unit 
separated  from the main  workshop without possible  air  communication between 
them.The reactor- is permanently  under  local  exhaust  ventilation and the effluent 
is absorbed  before  discharge.  Only  the  concerned  persons  are  allowed to enter 
this  separate  unit  and  are  equipped with protective  overalls  (fireproofed when 
introducing  powdered  material)  and  air-supplied  respirator. 

Local  exhaust  ventilation is regularly  operating along  the  other reactors of the 
process. 

During the  isolation of Halofuginone  (precipitation,  spin  -drying  and drying), 
air-supplied  respirator  is  worn.  When  handling  cebrazolone,  dust mask is worn. 

Regular  medical  surveillance is applied to each  worker. 
. I._. 
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3.7. Other  data ................... 

................... 

4ALPFUGINONE H Y R O B R O M I D E  

toussel  Uctaf 

Veterinary  use,(Anticoccidian) 

......................................................... 

f - b ~ o m o - 6 - c h l o r o - 3 - ( 3 - ( 3 - h y d r o x y - 2 ~ p i p C r i d y l ~ a c e c o n ~ ~ ~ - ~ ~ 3  
n )  quinazolinonc  hydrobronidc. 

None. 

......................................................... 

White to grey 
Ponder . 
Welting  point : > 2SO'C (C82.F)  uith  decomposition. 

Sparingly  soluble  in  (thanol 
Insoluble  in n a t e r .  

2(about) 

Not.determined. 

B u l k  : 0 . 3 5 / 0 . 5  (micronized  0.25) 

None. 

.................................................................................................... 

I The  data  included  in  this  sheet  have  been  put  doun  in  accordance  with the  french  decree  87200 of  25.3.87. Oelegation  of  Industria(  Hygiene 
TEL: 16 ( 1 )  48 9 1  C C  31  - F A X :  16 ( 1 )  6 8  91 C8 80  - D A T E :  F E B R U A R Y  12, 1991 I .................................................................................................... 



H A L O F U G I N O Y E  H Y R O B R O M I D E  

....................................... -. 
) .  S T O R A G E  A N D  M A N I P U L A T I O I  

4.1. Precautions  to  be  taken 
in handling  and  storing ..... 

4 . 2 .  Packaging  material 
recommended : ......... 

to be  avoided : ......... 
4 . 3 .  Dangerous  reactions  with .... 

4.4. Hazardous  decompos 
products ......... i 

4 . 5 .  Personal  protective 

t ion .......... 

equipment 

4 . 6 .  Special  protection  measure8 . 

4.7. Measures  to  be  taken  after 
leaking or accidental  spillage 

4 . 7 . 1 .  Neutralization o r  
destruction o f  product .. 

4 . 7 . 2 .  Destruction of emptied 
packaging ............... 

4 . 8 .  Other  recommendations ....... 

............................................... .......... 

Keep in u c l l  closed  container, a w a y  from 
light. 

Brown  glass,  polythene,  propylene. 

Aluminium,  cardboard,  paper,  steel,  PVC , metals. 

Uith  alkalines  materials. 

Unknown. 

Year dust-tight  overal 1 s  pressurized,  gloves, boots. 

Avoid  exposure - obtain  special  instructions  before 
use. 
nave a shower  after  handling. 
Uarh a l l  contaminated  clothing  before r e - u s e .  . Use a 
protective  cream. 

Before  intervention set item  protections. 
Collect  thouroughly  into  plastic  bag.  clean  the  durty 
areas  uith a solution of alkaline  water 
Rinse  the  polluted  area  with  plenty o f  water. 

Incineration in accordance  with l a w s .  

Incineration in accordance  with  laws. 

After  handling,  apparatus  should  be  decontaminated 
with : a solution of methanol/sodium  hydroxide. 
Handle in dust-tight  glove-box,  whenever  possible. 

.. 



W A L O F U C I N O N E  H Y R O E R O M I D E  

................................... 
5 .  I N F L A M M A T I O N  AND E X P L O S I O N  

5 . 1 .  F l a s h   p o i n t   ( c l o s . c u p )  ...... 

S . 2 .  A u t o - i g n i t i o n   t e m p e r a t u r e  . ... 
5 . 3 .  U n u s u a l   f i r e   a n d  

e x p l o s i o n   h a z a r d s  ........... 

5.4. E x t i n g u i s h i n g   a g e n t s  
- s u i t a b l e s  .................. 

- n o t   s u i t a b l e s  .............. 
5 . 5 .  S p e c i a l   f i r e   f i g h t i n g  

o r o c e d u r e s  ................ 

5 . 6  O t h e r   r e c o m m e n d a t i o n s  ........ 
.. 

.......................... ROUSSEL-U€-tAF 

N o t   a p p l i c a b l e .  

Min imal  e n e r g y   f o r   i n f t a m m a t i o n  < 1 2 0 0  m J .   artma man 
m e t h o d )  

I n  case o f   f i r e ,   t h e   p r o d u c t   e m i t s   t o x i c   f u m e s .  

S p r a y e d   w a t e r  

None. 

Wear a s e l f - c o n t a i n e d   r e s p i r a t o r y   a p p a r a t u s .  

A v o i d   r e j e c t i o n   o f   e x t i n g u i s h i n g   w a t e r  
i n  t h e   e n v i r o n m e n t  . 
.......................................................... 

LO s o  o r a l  r o u t e / r a t  : 3 1  mg/kg. ( v e h i c u l e :   c o r n   o i l )  L C  5 0  i n h a l a t i o n / r a t  : 0 . 0 5 3  mg/ [ /Ch .  

E x t r e m e l y   i r r i t a t i n g   t o  eyes .,, m u c o s a   a n d   s k i n  . The i r r i t a t i o n  may l a s t   s e v e r a l   d a y s .  some 
c a s e s   o f   s k i n   s e r s i t i z a t i o n   h a v e   b e e n   r e p o r t e d .  

g a s t r o - i n t e s t i n a 1 , a n d   h e a m o r r h a g i c   t r o u b l e s .  I n  human: I n  one c a s e ,   p r o l o n g e d   i n h a l a t i o n  o f  h i g h  
TOXIC B Y  I N M A L A T I O N  AND I f  SWALLOWED.  I n  a n i m a l s :   t h e   p r o d u c t  c a u s e s   c e n t r a l   n e r v o u s   t r o u b l e s ,  

d o s e s   c a u s e d   s e v e r e   r e s p i r a t o r y   t r o u b l e s ,   a n d   h o s p i t a l i z a t i o n  h a d   b e e n   n e c e s s a r y .  

.................................................................................................. 
7 .  EMERGENCY, F I R S T  A10 PROCEDURES 

R A P I D I T Y  O F  T R E A T M E N T  IS PRIMOROIAL. C O N T A C T  Y l T M  S K I N :  Take o f f   i m m e d i a t e l y  a l l  c o n t a m i n a t e d  o r  
s p a t t e r e d   c l o t h i n g .   R i n s e   w i t h   p l e n t y  o f  m a t e r  . l e a s t  1 5  m i n u t e s .  I f   s k i n   b u r n s   o c c u r s ,   a l e r t  a 
p h y s i c  i a n  . 
m a i n t a i n i n g   e y e l i d s   w e l l   a p a r t  . T a k e   a d v i c e  o f  o p h t h a l m o l o g i s t  . 
C O N T A C T  W I T H  E Y E S  : R i n s e   i m m e d i a t e l y   w i t h   p l e n t y  o f  w a t e r  f o r   a t   l e a s t  1 5  m i n u t e s .   R i n s e  

I N  C A S E  O f  lNMALATlON : T a k e   t h e   v i c t i m   o u t  o f  t h e   c o n t a m i n a t e d   a r e a .  Hake t h e   v i c t i m  b l o u  h i s  
nose .  
I N  C A S E  O F  I N G E S T I O N  : D O  n o t  make t h e   v i c t i m   v o m i t .   L i e   t h e   v i c t i m  i n  h a l f   u p r i g h t   p o s i t i o n .  
C a l l   i m m e d i a t e l y  p h y s i c i a n   a n d   c o n t a c t   t h e   n e a r e s t   a n t i p o i s o n   c e n t e r .   W a t c h   o v e r   t h e   v i c t i m  
u n t i l  t h e   a r r i v a l  o f  t h e  rescrue t e a r .  . T R E A T M E N T :  N o t   s p e c i f i c ,   o n l y   s y m p t o m a t i c   u h i c h   a i m s   a t  
c o r r e c t i n g   d i g e s t i v e   a n d   c e n t r a l   n e r v o u s   t r o u b l e s ,   p o s s i b l y   c o a g u l a t i o n   t r o u b l e s .   P o s s i b l y ,   g i v e  
a n o n   s e d a t i v e   a n t i - h i s t a m i n i c   t r e a t m e n t  f o r  48 h o u r s .  

.................................................................................................... 

. . . . .  



W A L O F U G I Y O Y E   H Y R O E R O M I D E  

.................................................................................................... 
8. P R O T E C T I O N  O F  T H E  E N V I R O ~ N M E N T  

. .  

Do  not  discharge  uashing  uaters  in  public s e u e r s  and  uater  sources  (pounds.  streams,... ) 

W 

9 .  OTHER  INFORMATION 

Refer  also  to  technical  instructions f o r  use.  Incineration  in  accordance  uith  laus.  .The 
technics  of  incineration  considered a s  safe  touards  the  envirnonment,  require  an  incineration at 

product o r  in  the  packaging  material. 
least 900'C ( 1 6 5 0 . F ) .  and  an  alkaline  washing o f  the  fume  in  case  of  presence of halogen  in  the 

Labelling/prckaging : 

C.E.E. Nu : Volontary  Iabekling 
Symbols : T Xi 

Phrases : R 2 3 / 2 5 - 3 6 / 3 7 / 3 8  S 3 6 / 3 7 / 3 9 - 4 5 - 5 3  ................................................................................................... 
10. TRANSPORTATION 

U . Y .  Number2811 

........................................................................ 

Class ......... 
Group,  number 
or  page ( I M O G  / OMCI) 

T ramp ......... 
Passenger ..... 
Label ......... 

R.T.M.D. R I O I A O R  
(France) (Internat.) ( A i r  U J ~ S )  

I . A . T . A .  

........................................................................ 
6.1 

61170a 

6.1 

6.1 

90'A 

6.1 

6.1 

g r  I 
p 6236 

6 poison 

6.1 

or I 
6 poison 

6 poison 

........ .......................................................................................... 
........................................................................................... 

This  material  safety  completes  th8  technical  notice  but  does  not  replace i t .  The  infornat 
contained  here  in a r e  current as o f  the  date  of  this  data  sheet. 
This  sheet  is  the  translrtion  of  our  French  official  text,  which  is  the  only  one  valid in 

attention  is  drawn  on  potential  hazards  uhen  the  product  is  not  employed  under  the  condit 
litigation.  This  is  in  accordance  uith  the  current  legislation  and  given  honestly.  User's 

recommended  use. ........................................................................................... 
i 



HALOPUGINONE  HYDROBROMIDE 

ENVIRONMENTAL ASSESSMENT REPORT 

LIST OF PREPhRERS 

- Dr Martine DANAN-DURIEUX (Central Department of  Toxicovigilance and 
Industrial Hygiene) 

Medical Doctor,  Graduate of the Facult6 de  Medecine  de  Paris, post-grade 
studies in  Clinical and Toxicological Pharmacology,  who had 17 years of 
experience in  the field  of medicine and post-marketing  surveillance as 
of  January 1, 1991. 

- Mr  Jean-Claude  GRANEL (Central  Department of Environment and Safety) 

Chemical Engineer,  Graduate of the Ecole Nationale  Superieure de Chimie 
de  Montpellier,  who had 21 years of industrial experience  as of January 
1, 1991. 

- Mr Marcel RICORD  (Quality Assurance,  Process Safety and Environmental 
Protection at Neuville-sur-SaBne) 

Chemical Engineer,  Graduate of the Ecole Superieure  de  Chimie 
Industrielle de Lyon. who had 26 years of  industrial  experience as of  
January 1, 1991. 



HALOFUGINONE  HYDROBROMIDE 

ENVIRONMENTAL ASSESSMENT REPORT 

CERTIFICATION 

The undersigned applicant  certifies  that the information furnished in this 
Environmental Assessment Report is  true, accurate and complete to the best 
of  his  knowledge. 

6- 
D. HAINAUT 

Manager , 
Service des Techniques 
et des Enregistrements 
ROUSSEL UCLAF 
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ATTACHMENT I1 

.aoo DANOCHEMO 

Hoechst-Roussel  Agri-Vet Company 

Somerville, NJ 08876-1258 
USA 

Att. : John W. McClain JuL I I 1991 

.Route 202-206 - P . 0 . h ~  2500 

- .  

DanoChemo AIS 
P. 0 Box 236 
Malmparken 5 
OK-2750 Ballerup 
Denmark 

Telephone: 
4-45 42  97  37 00 

TeLfax: 
Adrnm#slrallon 

SalesiRlD 
+45  42  97 51 51 

+45  42  97 08 42 

July 4, 1991 
ept/jlt 

Telex. 
35382 (dchmo dk) 

Bankers 
Unlbank 
Copenhagen 
Denmark 

Reg. N o '  22 135 

Dear Mr. McClain, 

Enclosed  please  find the certificate  from  our local Environmental Protection  Agency. 
Enclosed is also 2  copies  of  our  Environmental  Protection  Act  and  Statutory Order no 176, 
both  translations  obtaind  from  the  Ministry  of  the  Environmental. 

I hope  this  will be satisfactory for  FDA,  otherwise  please  feel free to  contanct us again. 

Kind  regards 
DanoChemo AIS 

t-- 
Ellen  Petersen 
Quality  Control  Manager 

I 

1 
! 



BALLERUP KOMMUNE 

@).) TEKNISK FORVALTNING 

RADHUSET . 2750 BALLERUP . TELEFON 42  97 05 0 1  . GIRO 3 000 478 
- 1 J. nr. 303190 

DanoChemo A/S 
Malmparken 5 
2750 Ballerup. 

i 

InL 
HH/LS 

EkspoditlonstM: Maw ~ hedag: kl. 9.30 ~ 13.W 
twsdag nlrige kl. 15.45  -17.45 

C E R T I F I C A T E  

Tolrfontld: Maw - onsdq: kl. 8.15. 15.00 
Wrdsg: k l .  8.15.18.00 
h e :  kl. 8.15 . 15.00 

Den: 

1 9 JUNl 1991 

DanoChemo A/S is a company to which chapter V, "Heavily 
Polluting  Enterprises etc.", of the Environmental PrOteC- 

tion Act  applies. 

DanoChemo A / S  has  been given permisson to produce in accor- 
dance with  the  above  mentioned  Act  provided that certain, 
specified  conditions are  fulfilled. 

This is certified  by  the  local  Environmental Protection 
Agency, Ballerup Kornmune (Ballerup Municipality). 

Ballerup,  the 1 9 JUNl 1991 

Klaus  Ole Mo e ang Henrik Hansor? 

( Chief of the tetnical Dep. ) (Chief of  the  Dep. f o r  
Environmental Protection) 



DANISH  HEALTH  AUTHORITIES. 

Danochemo A/S is approved by the  Danish  Health 
Authorities.  The  registration number is J.No. 
2470-3. 

. .  

. .  



ADDRESS 

Complete  Address 

The administrative headquarter as well as the 
manufacturing facility has  the following address: 

DANOCHEMO A/S 
Malmparken 5 
DK-2750  Ballerup 
Denmark 

Affiliation  with Parent Company 

Danochemo  became an independant company April 1st 
1988. 
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STATEMENT OF COMMITMENT. 

Danochemo  transforms crystalline halofuginone 
into  a gelatin coated  product. Danochemo performs 
this coating  process as a toll manufacturing 
service for  Roussel  UCLAF. 

The crystalline halofuginone is supplied by 

Roussel UCLAF. 

The equipment  used  for coating of halofuginone is 
used  only for this purpose. 

All manufacturing operations and controls will be 
conducted in  accorciance with the D a r l i s i l  rules drld 

regulations  for  manufacturing practices and  will 
meet  United States Good  Manufacturing Practices 
requirements. 



PLANT EQUIPMENT 

DescriDtion of the Plant 

The  position  numbers  mentioned  below  refer to the 
numbers  in  the  enclosures 1, 2, 3, 4, 5, and 6 .  

All equipment  items  that come into  contact with 
the  product  are  made  of  either  steel or plastic 
( polyethylene ) . 

* 

Pos. 1: SusDension  Tank 
750 1 stainless  tank  with  stainless 
mixer. A sack  emptying  device is 
placed  above. 

Pos. 2: Emulsion  Tank 
Stainless  tank  with  mixer. A s  the  tank 
is  equipped  with  double  jacket,it  is 
possible  to  regulate  the  temperature or' 
the  contents  of the tank. 
The  reason for changing from 2 tanks 
into 1 tank  is  safety. The handling of 
the  material  is  minimized by doing so. 

Pas. 3: SDravina  Tower 
The  tower is 'made of stainless 
materials.  The  atomider  is  placed  at 
the  top  of the tower.  Diameter:  approx. 
3000 mm. 

Pos. 4: Fluid-Bed 
Made  of stainless  materials.  Diameter: 
approx. 2500 mm. 

Pas. 5: Central  Tank 
A stainless  tank  with  a  capacity  of 
approx. 100 1 and  fitted with a manually 
operated  sieve. A polyethylene  hose 
fitted  to  the  taphole  connects  the  tank 
with  container pos. 6. 
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Pos. 6: Container 
Stainless  container  with  mixer  and 
vacuum  pump. 

Pos. 7: Sieve 
Rotation  sieve  made of stainless 
material. 

Pas. 8: Scale 
Automatic  scale for weighing the con- 
tents  of  the  cardboard  boxes. 

Pos. 9: Roller  Path 
Non-powdered roller path for  transport- 
ing the  cardboard  boxes. 

Pos . 10 : Cvclone 
Rustproof  cyclone  for  cleaning the 
exhaust  air from the spraying  tower. 

Pos. 11: Auxiliarv  Materials  Tank 
Auxiliary  materials  tank.  The tank is 
made of ordinary  carbon  steel. 

Pos. 12: 2 Filters 
1 filter  to  clean  air from cyclone and 
central  exhaust,  and 1 filter to clean 
air  from  local  exhaust. 

Pos. 13: TaDe  Machine 
Pos. 14: Sack  emDtvina  Device 

Maintenance  of  the  Plant 
As halofuginone  is  poisonous  and  skin  irritating 
(cf. the safety  instructions),  emission  of  powder 
and fumes from the plant (tanks, feeding  system, 
spray  unit,  sieve  installation  etc.)  must  be 
avoided. 
In  General 
It  is  important  that  the  plant functions  smoothly 
and  that  any  break-down  of  smaller or larger  parts 
of  the plant is avoided.  Maintenance (check-up and 
greasing  etc.) must be undertaken by the  workshop 
staff . 



If any irregclarities- are obsenred  during the 
operation,  the  person observing theni must report 
them to his  immediate  superior so that any  break- 
down may be remedied  immediately. 



$OAT% OF IIAMFUGINONB 

P - 
Starch 

Spraying 
b 

Drying r- 

L 

Sieving 
( n e x t  d a y )  

r -  --- - - 
I 
I 
I 
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I 
I 
I 
I 
I 
I Product < ' r e t u r n  to 1 n e x t .  day 
I 
I 
I 
I 
I 
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I 
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1. \... 



M I N I S T R Y  OF T H E   E N V I R O N M E N T ,   D E N M A R K  
N a t i o n a l   A g e n c y  o f  E n v i r o n m e n t a l   P r o t e c t i o n  
T r a n s l a t i o n  L K  
J a n u a r y  1987 

E N V I R O N M E N T A L   P R O T E C T I O N  ACT 

as p e r  JanuaTv 1 >  1 9 8 7  



T h i s  i s  a n   a c t   t o   c o n s o l i d a t e   A c t  No. 372  o f   J u n e  1 3 ,  1 9 8 3  

o n   E n v i r o n m e n t a l   P r o t e c t i o n ,   c f .   P r o m u l g a t i o n   O r d e r  No. 8 5  

o f   M a r c h  8 ,  1 9 8 5 ,   a s   a m e n d e d   b y   A c t  No. 3 2 9  o f  J u n e  4 ,  1 9 8 6 .  
a . ,  

P a r t  1 

O b j e c t s   e t c .  

1. (1) T h e   o b j e c t s   o f   t h i s   A c t   a r e   t o  

1 )  p r e v e n t   a n d   c o m b a t   p o l l u t i o n   o f   a i r ,   w a t e r   a n d  s o i l ,  

2 )  p r e v e n t   a n d   c o m b a t   n o i s e   n u i s a n c e s ,  

3 )  e s t a b l i s h   e n v i r o n m e n t a l   r e g u l a t i o n s   b a s e d   o n   c o n s i d e -  

r a t i o n s  o f  h y g i e n e ,  

4 )  p r o v i d e   t h e   n e c e s s a r y   a d m i n l s t r a t i v e   b a s i s  f o r  t h e   p l a n  

n i n g   a n d   i m p . 1 e m e n t a t i o n   o f   p o l l u t i o n   c o n t r o l .  

( 2 )  T h i s  A c t   s h a l l   a l m   e s p e c i a l l y   a t   s a f e g u a r d i n g   p h y s l c a l  

q u a l i t i e s   e s s e n t i a l   t o   t h e   h y g i e n i c   a n d   r e c r e a t i o n a l   a s p e c t s  

o f  human l i f e   a n d   t o   t h e   m a i n t e n a n c e   o f   t h e   d i v e r s i t y  o f  

p l a n t s   a n d   a n i m a l s .  

( 3 )  When d e t e r m i n i n g   t h e   s c o p e   a n d   n a t u r e   o f   a n t i - p o l l u t i o n  

m e a s u r e s ,   t h e   c h a r a c t e r   o f   t h e   p h y s i c a l   e n v i r o n m e n t   a n d  t h e  

i m p a c t  o f  p o l l u t i o n   t h e r e o n   s h a l l   b e   c o n s i d e r e d .  

2 .  ( 1 )   T h i s   A c t   s h a l l   a p p l y   t o   a l l   a c t i v i t i e s   w h i c h ,   b y   e m i s -  

s i o n  o f  s o l i d ,   l i q u i d  or g a s e o u s   s u b s t a n c e s ,   v i b r a t i o n s  

a n d   n o i s e  m a y   c a u s e   p o l l u t i o n  o f  t h e   a i r ,   s o i l ,   w a t e r c o u r s e s ,  

l a k e s  or t h e   s e a .  

( 2 )  T h i s   A c t   s h a l l   a l s o   a p p l y   t o   a c t i v i t i e s   i n v o l v i n g   h a -  

z a r d o u s   p r o c e s s e s ,   a n d   t o   s t o r a g e   a n d   t r a n s p o r t a t i o n   o f  

d a n g e r o u s   s u b s t a n c e s  i n  s u c h  a way t h a t   i n t e r r u p t i o n   o f  

o p e r a t i o n s  or a c c i d e n t s  may r e s u l t  i n  i m m i n e n t  risks o f  

p o l l u t i o n   a s   m e n t i o n e d  i n  s u b s e c t i o n  ( I )  h e r e o f .  

3 .  ( 1 )  A n y   p e r s o n   w h o   p r o p o s e s   t o   c o m m e n c e   a c t i v i t i e s   a s   m e n -  

t i o n e d  i n  s e c t i o n  2 o f  t h i s   A c t   s h a l l   c h o o s e   s u c h   s i t e  for 
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the activities that  the  pollution  risk is minimized 

( 2 )  When  choosing  the  site,  conslderation  shall  be  given 
to  the  nature  of  the  area,  including  present  and  planned 
uses,  and  to  the  possibilities o f  appropriate  disposal  of 
waste  water  and other kinds  of  waste. 

( 3 )  Any  person  who  carries  on or proposes  to  commence  acti- 
vities  as  mentioned  in  section 2 o f  this  Act  shall  take  the 
precautions  necessary  to  prevent  and  combat  pollution,  and 
organize  the  activities s o  as  to  cause  the  least  degree  of 
pollution,  cf.  subsection ( 3 )  of  section 1 of  this  Act. 

Part I 1  

General  Rules  and  Hygienic  Regulations 

4 .  (1) The  Minister  for  the  Environment  may  lay  down  regulations 
on  waste,  keeping o f  animals,  vermin  and  other  matters  when 

necessary  in  order  to  prevent  and  combat  health  risks or to 
eliminate  serious  environcental  nuisances. 

( 2 )  The  regulations  shall  provide f o - r  hygienic  conditions 
for bathing  water  and  beaches,  swimming  pools  and  hot  water 
baths,  camping  sites,  restaurants  and  other  places  where  lar- 
ge  numbers  of  people  assemble. 

(3) The  regulations  shall  specify  the  powers  of a local  coun- 
cil  to  intervene, by orders  for  remedying  measures or prohi- 
bition I f  necessary,  against  activities,  cf.  section 35 o f  
this  Act,  where  such  activities  result  in  unhygienic  condi- 
tions or serious  environmental  nuisances. 

4.a. ( 1 )  The  local  councll  shall  organize  an  effective  extermi- 

i 
nation o f  rats. 

( 2 )  Owners  of  land  shall  be  obliged  to  take  such  measures  as 
regards  protection  of  their  property  and  the  cleaning  of  same 

4 

f so the  chances  of  rats  survivinq a t  the  premises  are  as  limi- 

3p&r*4-&<& % , __ - &.( .j ',;.:, , , *. - .., .e:,% ..-. . . - "..I. , I -'>' . ,~ 
. ,  
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ted  as  possible. 

( 3 )  The  Minister for the  Environment  may  lay  down  detailed 
regulations  on  rat  extermination  and  on  duties o f  the  land 
owners  pursuant  to  subsection ( 2 )  hereof.  This  includes  re- 
gulations on: 

1 )  The  duties  of  the  local  council  in  connection  with r a t  
control, 

2 )  authorization  of  persons o r  enterprises  effecting  rat 

control, 
3 )  the  powers o f  the  local  council  to  order  that  the  measu- 

res mentioned  in  subsection ( 2 )  hereof  be  taken, 
4) the  possibilities  of  the  local  council o f  having  measu- 

r e s  in  subsection ( 2 )  hereof  taken  at  the  expense  of 
the  responsible  person  pursuant  to  subsection ( 2 )  o f  sec- 

tion 49 o f  this  Act, 
5 )  the  extermination  of  rats  within  certain  llmited  areas 

using  special  methods  with  the  purpose o f  testing  roden- 
ticides or procedures  of  extermination. 

(4) The P x p P n s P s  defrlyed hy t h e  Icczl c o t ' ~ = i ?  ir. F G - - " - - - -  L J U ~ ~ I L C  

o f  no. 4 o f  suosectlon i j )  o f  this  Act,  shall  be  charged  on 
said  property  with a right  of  priority  similar  to  that o f  

the  local  rates. 

( 5 )  It  shall  be  prohibited  to  breed  wild  rats  without  per- 
mission  from  the  Minister  for  the  Environment. 

5. ( 1 )  Regulations  laid  down  pursuant  to  sections 4 and 
4a o f  this  Act  shall  define  the  extent t o  which  the  local 
council  may  adopt  further  control  measures  on  the  matters  to . 

which  the  regulations  apply. 

( 2 )  The  regulations  laid  down  pursuant  to  sections 4 and  4a 
may  contain  regulations  fixed by the  Minister for the  Environ- ' 

ment  on  the  powers  of  the  local  council  to  collect  charges. 



( 3 )  In  the  regulations  laid  down  pursuant  to  sections 4 

and  4a  the  Minister  for  the  Environment  may  include  provi- 
sions  that  complaints  against  decisions  of  minor  importance 

to  environmental  protection  cannot be appealed  to  any  other 
administrative  authority. 

6.  (1)  To prevent  pollution  in  cases  of  significant  importance 
to  the  protection  of  the  environment,  the  Minister  for  the 
Environment  may  issue  regulations  on: 

1) pollution  from  enterprises,  plants,  machinery,  tools,  fur- 
naces  and  means  of  transport, 

2 )  i n s t a l l a t i c n  design,  speraticn a n d  a a l n t ~ n a n c z  o f   e n t e r -  

prises  etc.  mentioned i n  no. 1 )  hereof, 
3) pollution  from  waste  water  plants,  purlficatlon  plants,  in- 

cinerator  plants  and  landfill  sltes,  and  design,  operation 
and  maintenance  of  such  plants, 

4) the  purity  ofand  addition  of  substances  to  fuel  used f o r  

heating  purposes o r  the  operation  of  means  of  transport 
and  engines, 

c 
5) pattern  approval  of  certain  plants,  machinery,  tools  and 

means c f  transport,  2nd 
6) hazardous  processes  and  storage  and  transport  of  dangerous 

substances  as  mentioned  in  subsection ( 2 )  o f  section 2 of 
this  Act. 

7. (1)  (Repealed). 

8. (1) For the  guidance  of  public  authorities,  the  Minister  for 
the  Environment  may  lay  down  provisions  as  to  the  quality o f  

surface  water, o f  air,  and o f  soil, as  well as provisions  as 
to  noise l ~ u e l s .  

( 2 )  To fulfil  international  obligations,  the  Minister  for  the 
Environment  may  lay  down  binding  regulations  as  to  the  quali- 
ty of  surface  water,  of  air,  and  of soil, a s  well as  to  noise 

levels. 
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( 3 )  The  regulatlons  laid  down  in  pursuance o f  subsection 
( 2 )  hereof  shall  be  applied  In  dealing  with  cases  arising 
under  Parts 111, I V ,  V and I X  and  under  regulations  laid 
down  in  pursuance  thereof. 

( 4 )  Decisions  taken  under  this  Act or regulations  laid 
down  in  pursuance  of  this  Act  may  be  altered  where  it  is 
necessary  in  order  to  consider  the  observance o f  the  regula- 
tions  under  subsection ( 2 )  hereof. 

9 .  ( 1 )  The  Minister f o r  the  Environment  may  issue  regulations 
on  pattern  approval o f  plants,  devices or apparatus,  lnclu- 
ding  measurement  equzpment,  to  be  used for anti-pollution 
purposes. 

lo.(l) After  negotiations  with  the  Minister for Public W o r k s ,  

the  Minister  for  the  Environment  may  issue  regulations  sti- 
pulating  that  major  road  and  railway  buildlng  projects  shall 
be  submitted  to  him  prior  to  their  implementation. 

( 2 )  After  negotiations  with  the  Minister for Public W o r k s  

and  the  local  organizations,  the  Minister for the  Envlron- 
ment  may  lay  down  regulations  on  the  noise  levels  which  shall 
apply  to  new  noise  sensitive  buildings  to  be  situated  along 
major  roads  and  railways. 

Part I 1 1  

Protection o f  Ground  Water  and  Water  Supply  Interests 

11. (1) Liquids  and  substances  likely  to  pollute  the  ground  wa- 
ter  shall  not  without a licence  issued  by  the  Minister for 

the  Environment  be  placed  in o r  on  the soil, o r  discharged 
onto  the soil, or into  the  sub-soil  through  percolation s y s -  

tems,  borings or in  any  other  way.  Containers for liquids  and 
substances  likely  to  pollute  the  ground  water - not  including 
tight  containers  used  exclusively for liquid  manure or silage 
effluent - may  not  be  placed  in  the soil without a licence 
granted by the  Minlster. 



- 6 -  

( 2 )  The  Minister  may  issue  regulations  to  prevent  pollution 
and  risks  of  pollution  of  the  ground  water by the  liquids 

and  substances  mentioned  in  subsection ( 1 )  hereof.  In  this 
connection  the  Minister  may  lay  down  regulations  stipulating 

in  which  cases  and  on  what  conditions  the  licences  under  sub- 

section ( 1 )  shall  be  issued  as  well  aser-egulations  stipula- 

ting  that  no  licence  shall  be  required  under  subseciton ( 1 )  

where  certain  specified  requirements  have  been  fulfilled. 

Further,  the  Minister  may  lay  down  regulations  on  supervision 

and  on  design  and  emptying o f  containers  and  pipe  systems  for 

such  liquids  and  substances  as  well  as  regulations  on  charges. 

( 5 ;  Licences  issued  pursuant  to  sul~sectlonsiij  and i Z j  hereof 

may  be  modified o r  revoked  any  time  without  compensation  when 

advisable  because  of  pollution  risks to water  supply  plants, 
because  of  the  irnplementatlon  of  another  method  of  sewage 

discharge  in  accordance  with  plans  under  section  21 o f  this 

Act, or for  any  other  reason  of  environmental  protection. 
This  shall  also  apply  to installations which  with or without 

a licence  were  legal  when  this  Act  came  into  force. 

( 4 )  Where  revocation is made  pursuant t o  subsection ( 3 )  he- 

reof  as  part  of  the  implementation .of another  method  of  se- 

wage  discharge i n  accordance  with  plans  under  section ? 1  of 
this  Act,  the  declsion  as  regards  the  revocation  shall  be  made 

by  the  local  council.  In  such  cases  the  revocation  shall  be 

regarded  as  having  been  made  when  connection  to  the  new  plant 

has  been  affected.  In  other  cases  the  decision  of  revocation 

shall  be  made by the  authority  issuing  the  licence. 

( 5 )  Where  the  decision  of  the  local  council  pursuant  to 

clause i of  subsectiun (4; ilereoi i s  made  in  connection  with 

implementation  of a plan  adopted  in  accordance  with  the  pro- 

vision  of  subsection ( 3 )  of  section 21 hereof,  the  decision 
of  the  local  council  shall  not  be  brought  before  any  other 

administrative  authority. 
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( 6 )  The  provisions  of  sections27  and 28 o f  this  Act  shall 
also  apply  to  such  common  plants  as  shall  be  established by 
licence  pursuant  to  subsections ( 1 )  and  (21  hereof. 

1 2 .  (1) Where a regional  council  issues a licence  for a plant 
to  abstract  ground  water  pursuant  to  section 20 of  the  Water 
Supply  Act,  it  may  fix a protection  area  within  which  cess- 
pools  etc.  receiving W.C. effluent,  and  other  of  the  instal- 
lations  covered by subsection  (1) o f  section  11 o f  this  Act 
shall  be  prohibited  after  the  expiration o f  a fixed  period 
o f  time. 

( 2 )  The  regional  council  may  later  alter  the  protection  area 
and  approve  certain  matters  prohibited  pursuant  to  subsec- 
tion (1 )  here%f. 

13. (1) Where a regional  council  issues a licence  under  section 
20 of  the  Water  Supply Act  to a public  water  plant for the 
abstraction  of  water  from a watercourse, a protection  area 
may  be  fixed  within  which  industrial  enterprises,  institu- 
tions,  camping  sites etc.  must  not  be  carried  on,  and  substan- 
ces  likely  to  pollute  the  water  supply  plant  not he  stored. 

( 2 )  The  regional  council  shall  see  that  inclusion  in  the  pro- 
tection  area  be  registered  on  the  land  in  question  with  prio- 
rity  over  all  other  interests in  the  said  land. 

( 3 )  Where  the  land  owner is ordered  to  alter or discontinue 
an  existing  activity,  compensation  shall  be  paid.  Where  such 
activity  was  illegal,  unappropriate or unjustified,  the  com- 
pensation  may  be  reduced or dropped.  In  case  of  dispute,  the 
question  of  compensation  shall be settled by the  Land  Tribu- 
nal. Subsections ( 3 )  and (4) o f  section  14 o f  this  Act  shall 
apply  similarly. 

(4) The  regional  council  may  later  alter  the  protection  area 
and  approve  certain  activities  prohibited  pursuant  to  sub- 
section ( 1 )  hereof. 
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14.  (1) A regional  councll  may  issue a prohibition or an  order 
to  prevent  the r i s k  of  pollution  of  existing or future  plants 
for  the  abstraction  of  ground  water. A regional  council  may 
issue  the  prohibitions  and  orders  necessary  to  ensure  that 
watercourses  exploited by water  supply  plants  pursuant  to 
section 2 0  of  the  Mater  Supply  Act  are  not  exposed  to  pollu- 
tion  with  harmful  effects  to  the  water  supply  through  outlet 
o r  discharge  of  substances or through  the  use  of  water  for 
watering o f  cattle,  washing  etc.  -The  regional  council  may 
resolve  that  fishing or sailing  shall  not  take  place  in  such 
watercourses, or that  fishing or sailing  shall  take  place  on 
specified  conditions. 

# 

( 2 )  Whether  compensation  shall  be  pald  as a result  of a pro- 
hibition o r  order  as  mentioned  in  subsection  (1)  hereof  shall 
be  decided  by  the  Land  Tribunal  at  the  request  of  the  person 
t o  whom  the  prohibition or order  was  directed.  Prohibitions 
or orders  regarding  lawful  activities,  including  lawful  appli- 
cation  and  storage  of  fertilizers  in  agriculture,  horticulture 
and  forestry,  may,  however,  only by issued  on  payment o f  full 
compensation,  without  prejudice  to  other  rules  of law. 

( 3 )  Compensation  pursuant  to  subsection ( 2 )  hereof  shall be 
paid  by  the  users o f  water  who  benefit  from  the  prohibition 
or order.  Where  the  local  council  involved is not  already  as 
a consequence  hereof  liable  to  pay  compensation  the  tribunal 
may  decide  that  the  local  council  shall  pay  the  compensation 
fully o r  partially  if  the  measure is deemed  important t o  a 
major  part  of  the  inhabitants  of  the  local  district. 

(4) The  claim  for  compensation  shall  be  brought  before  the 
Land  Tribunal  not more than 4 weeks  after  the  prohibition 
o r  order  has  been  notified  to  the  person  in  question. 

15.  (1)  When  deciding  matters  of  water  abstraction  under  the 
Water  Supply  Act,  the  Minister  for  the  Environment  shall 
have  the  same porvers as  those  conferred  upon a regional  coun- 
cil  pursuant  to  sections 12-14  of  this Act. The  same  shall 
apply  to  the  Greater  Copenhagen  Council  when  deciding  such 
matters. 



( 2 )  In  matters  concerning  the  water  supply  of  Greater 
Copenhagen  area  which  under  the  present  part of this  Act 
come  within  the  jurlsdictlon o f  a Land  Iribunal,  declslons 
are  made  by  the  special  Land  Commission  mentioned  in  sub- 
section ( 2 )  o f  section 9 of the  Hater  Supply  Act. 

4 

( 3 )  After  negotiations  with  the  local  organizations  the M i -  

nister  may  lay  down  regulations  stipulating  to  what  extent 
the  powers  which  pursuant  to  sectionsl2-14  of  this  Act  are 
conferred  upon  the  regional  council  and  the  Greater  Copenha- 
gen  Council  respectlvely,  shall  be  exercised b y  the  local 
council 

16. ( 1 )  The 
regulat i 

Minister  for  the 

ons  on  dealing w 
Envlronment  shall  lay  down  further 

ith  matters  pursuant  to  sections 
11-14 o f  this  Act,  including  the  calling  in o f  landowners 
and  users  whose  interests  may b e  affected,  to a meeting p r l o r  

to  the  fixing  of  the  protection  area  pursuant  to  sections 
1 2 - 1 3  of  this  Act. 

Part IV 

Protection  of  Surface  Water 

17. ( 1 )  Substances  likely  to  pollute  water  shall  not  be  dischar- 

ged  into  watercourses,  lakes o r  the  sea, o r  stored s o  close 
to  such  waters  as  to  cause  danger  that  the  substances  enter 
watercourses,  lakes o r  the  sea.  However,  pursuant  to  section 
18 o f  this  Act, a licence  may  be  issued  to  discharge  waste 
water  into  ~atercourses,  lakes o r  the  sea. 

( 2 )  The  Minister  for  the  Environment  may issue regulations 
o r  make a decision  to  the  effect  that  substances  mentioned 
in  subsection ( 1 )  hereof  may i n  special  cases  be  discharged 
into  watercourses,  lakes o r  the  sea,  and  approve  chemicals t o  

b e  used  in  the  control o f  water  weeds.  Moreover,  the  Minister 

m a y  issue a licence  to  carry  out  scientific  experiments  on 
chemicals i n  surface  water fcr 3 l i m i t e d  peried e f  ti-e. 
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18. (1)  Licences  to  discharge  waste  water  into  watercourses, 

lakes o r  the  sea,  cf.  subsection ( 1 )  of  section  17  of  this 
Act,  shall  be  issued by  the  regional  council. 

( 2 )  After  negotiations  with  the  local  organizations,  the 
Minister  for  the  Environment  may  issue  regulations  to  the 
effect  that  licences  pursuant  to  subsection ( 1 )  hereof  shall 
in  some  cases  be  issued b y  the  local  council. 

19. ( 1 )  Waste  water  plants  lawfully  constructed  and  licensed 
in  pursuance  of  legislation  in  force  before  the  coming  into 
force  of  this  Act o r  for which a licence  was  not  required, 
may still be " s e d .  

( 2 )  The  Minlster for the  Environment  may  issue  regulations 
requiring  regional o r  local  councils,  cf.  subsection (2) of 
section  18  of  this  Act,  within  specified  time  limits  to  re- 
view  the  question  of  the  contlnued  use  of  such  plants. 

2 0 .  (1)  The  Minister  for  the  Envlronment  may  issue  regulations 
on  the  consideration b y  regional  councils  and  local  councils 
o f  Ratters  pursuant  to  sfckions  17-19  and  21-33  of  this  Act, 
including  the  extent  to  whlch  lnterested  landowners  and  au- 

thorities  shall  take  part  in  the  preparation  of  waste  water 
plant  projects b y  the  holdlng o f  meetlngs o r  otherwlse.  More- 
over  the  Minister  may  issue  regulations  on  requirements  to 
be  met  by  waste  water  purification,  waste  water  projects  and 
local  plant  projects  and  on  terms  and  conditions  of  licen- 
ces  pursuant  to  section 18 o f  this  Act. 

21. (1) A local  council  shall w o r k  out  an  overall  plan  for  the 
, - i i c r h n r n o  " * - - ' . - -  Y -  of r*:sste \.later in lts district.  The  plan  shall 
contaln  information on: 

1) exlsting  and  planned  sewage  areas  and  purification 
measures, 

2) areas  where  discharge  shall  take  place  to  such  plants  as 
shall  be  established b y  licence  pursuant  to  section  11 
o f  this  Act, 
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3 )  plants  which  are  intended to be  built b y  the  local 
authorities  and  on  other  plants  lntended  to  be  built. 
and 

4 )  the  time  limits  envisaged  for  project  preparation  and 
building  of  these  plants. 

( 2 )  The  plan,  with  amendments  and  supplements,  shall  be  sub- 
mitted  to  the  regional  council  for  approval.  The  regional 
council  may  order  the  local  council  to  work  out  part-plan 
proposals  and  proposals  for  amendments  and  supplements  to 
an  approved  plan. 

( 3 )  The  regulations  pursuant  to  subsection ( 2 )  shall  not 
apply  where  guidelines  for  the  quality  of  the  water  are  ln- 
cluded  in  an  approved  regional  plan or in  an  approved  supple- 
ment  to a regional  plan  in  pursuance  of  the  regulations  under 
section  61e.  The  local  council  shall  make  the  final  adoption 
o f  the  plan  mentioned  in  subsection ( 1 )  hereof. 

( 4 )  Prior t o  the  adoption  of  the  plan  by  the  local  council 
pursuant  to  subsection (3) hereof,  the  plan  shall,  in  accordan- 
c 2  dstai:ed reju:atiGns l a i d  dc.w.n S y  t h e  Kinister f c r  t h e  

Environment,  be  forwarded  to  the  regional  council  which  shall 
ensure  that  the  plan is in  accordance  with  the  plans  mentioned 
in  section  61e  of  this  Act.  Further,  the  regional  council  shall 
ensure  that  the  plan  is  in  accordance  with  water  abstraction 
and  water  supply  plans  prepared  under  the  regulations  of  the 
Water  Supply  Act  and  that  the  plan  also  considers  the  protec- 
tion  of  ground  water. 

( 5 )  Where  the  regional  council  raises  any  objections  under 
subsection ( h )  hereof  within a time  limit  fixed  by  the  Mini-. 
ster  for  the  Environment,  the  local  council  shall  not  adopt 
the  plan  definitively  until  agreenent  between  the  local  coun- 
cil  and  regional  council  has  been  reached  as  to  the  necessary 
amendments  of  the  plan.  In  case o f  dispute  the  matter  shall 
be  settled  by  the  Minister  for  the  Environment. 
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( 6 )  Where  the o1::ners of  at  least  half  of  the  developed  land 

in  an  area  to  be  sewered  according  to a proposal  by a local 

council  for a plan  pursuant  to  subsection  (1)  hereof  raise 

objections  hereto  within a time  limit,  fixed  by  the  Minister 

f o r  the  Environment,  after  the  publication  of  the  proposal 

for  the  plan,  the  regional  council  shall  negotiate  this  mat- 

ter  with  the  local  council.  The  plan  cannot  be  adopted-defi- 

nitively  before  the  local  council  and  the  regional  council 

have  agreed  that  the  sewerage is appropriate.  In  case  of 

dispute  the  matter  shall  be  settled by the  Minister  for  the 

Environment. 

! 7 !  

sect 

mini 

( 8 )  
for 

cont 

The adoption  of  the  plan  by  the  local  councll  under  sub- i ! 

i o n   ( 5 ;  i l e i e c ?  a h 2 1 1  c c k  hrouaht  before  any  other  ad- 

strative  authority. 

After  negotiation  with  the  local  organlzatlons  the f.!inlster 
the  Environment  may  lay  down  further  regulations  on  the 

ents  of  local  plans  lncludlnq  joint  local  plans  as  well 

as  regulations  on  the  preparation  and  revlsion  of  the  plans 
and  on  their  connection  with  local  planning. 

( 9 )  The  Minister  for  the  Environment  may  lay  down  further 

regulations  to  the  effect  that  complaints  against  sewerage 

of  land  may  be  made b y  the  landowner  under  speclal  circum- 

stances.  The  Minister  may  decide  that  the  provlsions  of  sub- 
sections (6) and ( 7 )  hereof  shall  not  apply  under  these  cir- 

cumstances. 

2 2 .  ( 1 )  (Repealed). 

23. ( 1 )  Where  the  project  for a plant,  whlch  according  to a plan 

as  mentioned  in  section 2 1  of  thls  Act is to  be  established 

by the  landowners,  cannot  be  expected  to  be  prepared by  the 
time  stipulated in  the  plan,  the  local  council  shall w o r k  out 
the  project  and  may  order  the  landowners  to  carry ~t out  with- 

in a specified  period  of  time. 
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2 4 .  ( 1 )  Where a local  council  has  not, b y  the  time  stipulated 
in a plan mentioned in  section 21 of  thls  Act,  carried  out 

o r  ordered  the  carrying  out  of a plant  lncluded  in  the  plan, 
the  regional  council  may  order  the  local  council  to  carry 
out or order  the  carrying  out  of  the  plant  within a specifled 
period o f  time. 

( 2 )  Where  the  local  council  exceeds a time  llmit  fixed  accor- 

ding  to  subsection  (1)  hereof,  the  regional  councll  may o r -  

der  the  plant  to  be  built  at  the  expense  of  the  local  authorl- 

ty - 

25. ( 1 )  Where a waste  water  plant  does  not w o r k  properly  from 
the  point  of  view  of  environmental  protectlon, e.g. where 
it  does  not  comply  with o r  consider  requirements  laid  down 

according  to  sections 6, 8, 2 0 ,  and  61e  of  this  Act,  the  re- 

gional  council  may  require  that  the  necessary  improvement 
or renewal o f  the  plant  be  executed. 

( 2 )  Where  pollution  cannot be remedled o r  where  orders  In 
pursuance  of  subsection  (1)  hereof  are  contravened,  the re- 
gionai  coul~cii illay i s s ~ e  B p r a h i b i t i s n  ~ g z i ~ s t  t h e  f l ) t ~ ~ r P  

operation  of  the  plant  and  possibly  requlre  the  removai o f  

the  plant. 

(3)  Where  the  pollution  gi 
health  risks,  prohibition 

( 4 )  Where  the  plant  is  cov 

ves  rise  to  imminent  and  serious 

may  be  lssued  immediately. 

ered by regulations  issued  by  the 

Minister for the  Environment  in  pursuance  of  subsection  (2) 
of  section 18 the  local  council  shall  make  decisions  in  ac- 
cordance  with  subsections  (1-3)  hereof. 

26. (1)  Costs  in  connection  with  the  operatlon  and  maintenance 
of a waste  water  plant  shall  be  borne  by  the  person  who  has 
ordered  the  building  of  the  plant o r  by  the  person  on  whose 

behalf  the  plant  has  been  built,  provlded  no  other  agreements 
are  made  in  connection  with  the  lssue  of  the  licence o r  later. 
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2 7 .  (1)  Costs in  connection  with  the  bulldlng,  operation  and 
malntenance  of  public  and  private  waste  water  plants,  in- 
cluding  expenses in  connection  with  common  sewers,  intercep- 
ting  sewers,  purification  plants,  acquisltion  of  property 
and  restrictive  covenants  shall  be  borne  and  shared  according 
to  rules  laid  down by the  local  council,  cf.,  however,  sec- 
tion 28 of  this Act. 

, 

( 2 )  When  regulations  are  laid  down  pursuant  to'subsection 
(1)  hereof  the  total  amount  charged.to  the  landowners  shall 
not  exceed  the  costs in  connection  with  the  building  and 
operation,  including  maintenance  of  the  projects or plants 
for  which  the  contributions  are  collected.  Contributions  to 
the  operation  shall  only  be  collected  from  properties  served 
by the  waste  water  plants.  Contributions  to  the  building  of 
plants  shall  only be  collected  from  properties  served by or 

planned  to  be  served by waste  water  plants,  cf.  subsection 
( 5 )  hereof. 

( 3 )  The  costs  pertainlng  to  the  building  and  operation  of 
common  private  waste  water  plants  shall  be  borne by the  proper- 
ties  served  by  the  plant in question.  Where a common  private 
waste  water  plant is connected  to a public  waste  water  plant, 
a total  amount  shall  be  fixed  covering  the  connection  of  the 
private  plant. 

( 4 )  Where  the  plant  presents a general  public  interest,  the 
local  council  shall,  apart  from  expenses  charged  on  local  pro- 
perty  and  public  areas,  grant  subsidies or respite for expen- 
ses  pertaining  to  the  establishment or operation  of  the  plant. 

( 5 )  In  pursuance  of  detailed  regulations  issued by the Mini- 
ster  for  the  Environment  the  contributions o f  the  landowners 
in  connection  with  establishment  of  the  plant  may  not  be  c01- 
lected p r i o r  to  the  date  of  approval  of a plan or part-plan 
pursuant to subsection ( 2 )  of  section 21 of  this  Act, or from 
the  time  of  adoption  of a plan by the  local  council  pursuant 
to  subsection ( 3 )  of  section 2 1  of  this  Act. P r i o r  t o  the 
approval  of  such  plan,  contributions  to  the  establishment 
of  the  plant  may  be  collected  as  from  the  date o f  approval  of 
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a project  pursuant  to  subsection ( 2 )  o f  section 22 o f  Act 
No. 3 7 2  of  June 1 3 ,  1 9 7 3 .  

( 6 )  Where a plan, a part-plan, or a project  is  changed  at 
a later  time,  the  contribution o f  the  landowners  shall  be 
adjusted  in  accordance  with  the  change,  if  the  change  is 
considered  of  importance  in  relation  to  the  shares  contri- 
buted by the  landowners. 

( 7 )  By regulations  laid  down in  pursuance  of  subsection (1) 
hereof  the  local  council  may  fix  charges  to  be  levied  on 
the  emptying  and,disposal  of  sludge  and  waste  water  from 
domestic  tanks  and  holding  tanks  for  domestic  waste  water. 
Further,  the  local  council may  decide  the  distribution o f  

the  costs on'the properties  involved  in  connection  wlth 
studies  necessary for the  evaluation  of  the  possibility  of 
establishing a percolation  plant. 

(8) Complaints  against  decisions  made by the  local  council 
pursuant  to  subsections ( 1 - 7 )  hereof  may b e  made  only  on a 
point o f  law. 

2 8 .  (1) In  case  of  dispute  between  local  councils,  the  Minister 
for the  Environment  may  direct  that  the regional. councils 
shall  decide  on  the  establishment  of  common  local  waste  water 
plants  and  the  distribution  of  the  pertaining  costs.  Fur- 
ther,  the  Minister  may  prepare  standard  rules  and  regulations 
etc. 

( 2 )  The  Minister  may  lay  down  further  regulations  concerning 
the  reception o f  waste  water by public  and  private  waste  wa- 

ter  plants  within  the  capacity o f  the  plant. 

2 9 .  ( 1 )  In  special  cases  the  Minister for the  Environment  may 
grant  subsidies  in  partial  payment o f  initial  expenditure in 
connection  with  waste  water  plants. 
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( 2 )  T h e   M i n i s t e r  may m o r e o v e r   g r a n t   s u b s i d i e s  ~n p a r t i a l  

p a y m e n t  o f  e x p e n s e s  i n  c o n n e c t l o n  w i t h  t h e   p r e p a r a t i o n  o f  

p r o j e c t s   l i k e l y   t o   b e   e s s e n t i a l   t o   t h e   c o n t r o l  o f  p o l l u t i o n  

o f  w a t e r c o u r s e s ,   l a k e s   o r   t h e   s e a .  

30. ( 1 )  The l o c a l   c o u n c i l  may r e q u i r e   t h a t   t h e   d e v e l o p m e n t  o f  

a n   a r e a   b e   p o s t p o n e d  u n t i l  a d e c i s i o n   h a s   b e e n   m a d e   a b o u t  

t h e   w a s t e   w a t e r   d i s c h a r g e   p u r s u a n t   t o   P a r t s  111 a n d  IV o f  

t h i s  A c t  o r  t o   r e g u l a t i o n s   i s s u e d   p u r s u a n t   t o   P a r t s  11-IV 

o f  t h i s   A c t .  

3 1 .  ( 1 )  When a l i c e n c e   h a s   b e e n   l s s u e d   p u r s u a n t   t o   s e c t i o n s  11 

a n d  it3 o f  t h i s  A c t ,  t h e  i o c a i   c o u n c i i  may io Lite e x i e l ~ i  I I ~ -  

cessary d e c i d e   o n   e x p r o p r l a t i o n .   S u b s e c t i o n   ( 5 )  o f  s e c t i o n  

4 ;  s u b s e c t i o n  ( 3 )  o f  s e c t i o n  4 3 ;  s e c t i o n  4 4 ;  s u b s e c t i o n s  ( 1 )  

a n d  ( 2 )  o f  s e c t l o n  4 5 ;  a n d   s e c t i o n s  4 7 - 4 9  o f  P u b l i c   R o a d s  

A c t   s h a l l   b e   s i m i l a r l y   a p p l i c a b l e .  

3 2 .  ( 1 )  Compensation o c c a s l o n e d   b y   t h e   d e c l s i o n s   m e n t i o n e d   u n d e r  

s e c t i o n  3 1  o f  t h i s   A c t   s h a l l   b e   f i x e d   a c c o r d i n g   t o   t h e   g e n e -  

r a l   p r o v i s l o n s  o f  l a w .   F i r s t   c l a u s e  o f  s u b s e c t i o n  ( 3 )  o f  

s e c t l o n  4 5 ;  s u b s e c t l o n s  ( 2 - 6 j  o f  s e c t l o n  5 1 ;  a n d  s e c t i o n s  

6 3 - 6 4  o f  P u b l i c   R o a d s   A c t   s h a l l   b e   s l m i l a r l y   a p p l i c a b l e .  

( 2 )  W h e r e   t h e   c o m p e n s a t i o n   a m o u n t   h a s   n o t   b e e n   f i x e d   a m l c a b -  

l y  w i t h i n  8 w e e k s   a f t e r   t h e   e x p r o p r i a t i o n   d e c i s i o n s   m e n t i o n e d  

i n  s e c t i o n  3 1  o f  t h i s   A c t ,  or w h e r e   t h e   d e c i s i o n s   h a v e   b e e n  

a p p e a l e d  w i t h i n  4 w e e k s   a f t e r   t h e   f i n a l   d e c i s i o n ,   t h e   l o c a l  

c o u n c i l   s h a l l   b r i n g   t h e   q u e s t i o n  o f  c o m p e n s a t i o n   b e f o r e   t h e  

l a n d   c o m m i s s i o n  for d e c i s i o n .  

( 3 )  i n  m a i i e r s  o f  e x p r o p r i a t i o n  in t h e   m u n i c i p a l i t y  o f  C c p c n -  

h a g e n ,   t h e   l o c a l   c o u n c i l   s h a l l   b r i n g   a n y   q u e s t i o n s  o f  compen-  

s a t i o n   b e f o r e   t h e   s p e c i a l   L a n d   C o m m i s s i o n   m e n t i o n e d  i n  t h e  

W a t e r   S u p p l y   A c t .  
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3 3 .  (1)  As  regards  first  claim o f  the  local  council  on  real 

property  for  amounts  paid  in  advance  pursuant  to  this  Part, 
and a s  regards  the  collection o f  contributions,  the  provi- 

sion  of  subsection (1) of  section 65 and  subsection ( 1 )  o f  

section 7 0  of  the  Watercourse  Act  shall  be  sinilarly a p p l l -  

cable,  also  as  regards  distress. 

Part V 

Heavily  Polluting  Enterprises  etc. 

35. ( 1 )  Enterprises,  plants or activities  lncluded  in  the  Annex 

to  this  Act  shall  not  be  established o r  commenced  without 
prior  approval.  The  enterprises,  plants or activities  mentlo- 

ned  shall  not  without  approval  be  extended o r  modified as 
regards  buildings or operation  in  such a tvav as  to  result ~n 

increased  pollution. 

36. ( 1 )  The  Minister for the  Envlronment  may  lay  down  reguiatlons 
requiring  existlng  enterprises,  plants or activities  of  the 
types  included  in  the  Annex  to  this  Act  to  apply for appro- 
val  within a specified  period  of  time,  no  matter  whether  they 
are  extended o r  modified o r  not. 

3 7 .  ( 1 )  Existing  enterprises,  plants o r  activities  of  the  types 
included  in  the  Annex  of  this  Act  may  apply  for  approval  un- 

der  the  provisions  of  this  Part. 

( 2 )  The  Minister f o r  the  Environment  may  restrict  the  possi- 
bility  to  apply  for  approval  under  subsection ( 1 )  o f  thls 
section  to  specified  enterprises  of  the  types  included i n  

the  Annex  to  this  Act. 
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38.  (1)  The  Minister  for  the  Envlronment  may  order  lndividual 
enterprises,  plants o r  activities.  whether  in  the  Annox o r  
not, to apply  within a specified  period  of  tlme  for  approval 
as  mentioned  in  sections 3 5 - 3 6  of  this  Act,  lf  the  need for 
closer  examination  of  the  state  of  pollution is deemed  to 
be o f  special  importance. 

* 

3 9 .  (1)  Decisions  of  approval  pursuant  to  sections 3 5 - 3 8  of  this 
Act  shall  be  made  by  the  local  council o r  the  regional  coun- 
cil,  in  the  Copenhagen  area  by  the  Greater  Copenhagen  Council. 
The Minister  for  the  Environment  may  issue  detailed  regula- 
tions  on  this  subject  after  negotiations  with  the  local  orga- 
nizations. 

( 2 )  Where  lccal  council  enterprises  are  involved,  the  deci- 
sion o f  approval  shall  be  made by the  regional  council, o r ,  

in  the  Copenhagen  ares,  by  the  Greater  Copenhagen  Council. 
Where a regional  council  enterprise o r  a Greater  Copenhagen 
Council  enterprise  are  involved,  the  decision  on  approval 
shall  be  made by the  local  council  of  the  area  in  which  the 
enterprise is situated. 

40. (1)  Applications  for  approval  under  sections 3 5 - 3 8  of  this 
Act  shall  be  accompanied  by  the  plans,  drawings  and  descrip- 
tions  required  to  evaluate  the  project,  and  by  an  indication 
of  the  nature  and  scope  of  the  actual or anticipated  pollu- 
tion.  Information  shall  be  given  about  measures  to  be  adop- 
ted  to  reduce  the  pollution. 

( 2 )  Applications  shall  be  submitted to the  local  council. 

(11. (1)  Approvals  as  mentioned  in  sections 3 5 - 3 8  o f  this  Act 
shall  state  the  grounds f o r  approval,  including  the  location 
of  the  enterprise,  plant o r  activity  on  the  property  and  in- 
formation  supplied  about  the  anti-pollution  measures  envisa- 
ged by the  enterprise. 

( 2 )  The  approval  shall  state  the  terms  and  conditions  stiou- 
lated  for  the  establishment  and  operation  of  the  enterpris?. 
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( 3 )  Where  waste  water  from  the  enterprlse,  plant o r  activity 

shall  be  discharged  directly  into  twatercourses,  lakes o r  the 

sea,  the  question  sf a licence  shall  be  dealt  with  at  the 
same  time  as  the  decision  of  approval  according  to  thls  Part. 

The  terms  and  conditlons  of  the  discharge  of  waste  water  shall 

also  be  determlned  according to the  regulations  of  this  Part. 

( 4 )  The  approval  may  be  temporary. 

4 2 .  ( 1 )  In  case  of  violation  of  the  conditions  of  an  approval, 
cf.  sections 3 5 - 3 8  of  this  Act,  the  authority  issuing  the 

approval  may  prohibit  the  contlnued  operation  of  the  enter- 

prise,  plant o r  activity. 

4 3 .  ( 1 )  The  Minister  for  the  Environment  may  issue  detailed  re- 
gulations  on  the  approval  system. 

4 4 .  ( 1 )  Where  enterprises,  plants o r  activites  of  the  types i n -  

cluded  in  the Annex to  this  Act  result  in  pollution  conside- 

red  to  be  of  significant  importance,  the  supervision  authori- 

ty,  cf.  section 4 8  of  this  Act,  may  order  the  adoption of 
LA,.-.. ) . a " - - - - - " . .  . . . _ I - - -  c,nt i -nnl 1 o n t  i o n  ~ ~ L I C X C ~ S P P C  

( 2 )  Where  anti-pollution  measures  cannot  be  taken, o r  where 

orders  pursuant  to  subsection ( 1 )  hereof  are  violated,  the 
supervision  authority  may  prohibit  the  continued  operation  of 

t h e  enterprise,  plant or activity, o r  demand  the  enterprlse, 

plant or activity  to  be  removed. 

( 3 )  LJhere  the  pollution  gives  rise  to  imminent  and  serious 

health risks, prohibition  may  be  issued  immediately. 

( 4 )  In  eight  years  following  issuing of an  approval  under 

sections 3 5 - 3 8  o f  this  Act,  an  order o r  prohibitlon  can  only 

be  issued,  if 

1 )  new  information  has  come  forward  regarding  the  harmful 
effects  of  the  pollution  in  question, 

2 j  the polluLior1 causes  environmentz: d a m z g e s  a h i c h  could  not 

be  foreseen  when  the  approval  was  ~ssued, 
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3 )  the  pollution otherwise considerably  exceeds  the  condi- 
tions o f  the  approval. 

( 5 )  After a period  of  not  less  than  eight  years  after  the 

approval  was  granted,  the  supervision  authority  may  change 
the  approval  conditions  for  reasons'of  environmental  pro- 
tection o r  if  better  cleaning  procedures or less polluting 

production  methods  have  been  developed. 

(6) F o r  specified  industrial  branches  the  Minister  may  issue 

regulations  reducing  the  time  limit  fixed  in  subsections ( 4 )  

and (5) hereof,  to  not  under  four  years. 

&ha. ( 1 )  The  supervision  authority  may  revise  the  conditions  of 

approval or of a licence  granted  to  an  enterprlse, ~n order 
to  improve  the  enterprise's  control  of  its  own  pollutjon 

(internal  control), or in order  to  lnprove  the  efficlencv 
of supervision act.ivltles.  Condltions  laid do!:!n in  orders 

n a y  be  alnllarly  revlsed. 

VI 

ironmental  Protection 

of  Environmental  Protection  shall 

act  as  adviser  to  the  Minister  for  the  Environment  and  other 
authorities  in  questions  of  environmental  protection. 

( 2 )  The  National  Agency  of  Environmental  Protection  shall 
submit  recommendations  to  the  Minister  for  the  Environment 
about  the  issue  of  regulations  pursuant  to  the  provisions 
of  sections 4 - 9  o f  this Act. The  National  Agency o f  tnvlron- 
mental  Protection  shall  collect  information  on  the  state  of 
pollution  in  the  different  areas  of  Denmark,  and  direct  the 
attention  to  the  emergence  of  new  sources o f  pollution.  The 
National  Agency  of  Environmental  Protection  shall  collect 
information  on  the  state  of  knowledge  in  the  field  of  envi- 
ronmental  protection  at  any  time  and  about  considerations 
l n  other  countries  with a vlew t o  pollution control. 

Nat 

Part 

ional  Agency  of  Env 

45. ( 1 )  The  National  Agency 
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( 3 )  The  Minister  may  delegate  the  power t o  make decisions 

according  to  this  Act  and  other  acts  to  the  National Agenc! 

of  Environmental  Frotection. The Y i n i s t e r  m a y  issue  regula- 

tions  on  the  right  to  complain  agalnst  decisions  made b y  

the  National  Agency o f  Environmental  Protection,  and  to 

the  effect  that  the  final  administrative  decision  shall 

rest  with  the  National  Agency,  cf.  however,  section 7 6  o f  

this  Act. 

4 6 .  ( 1 )  (Repealed). 

4 7 .  ( 1 )  (Repealed). 

Part V I I .  

Supervislon 

1 )  this  Act  and  regulations  issued  under  thls A c t ,  be 

observed, 

2 )  decisions to issue  orders o r  prohlbitions,  be  com- 

plied  with, 

3) conditions  laid  down  in  connection  with  approvals 
and  licences  be  observed. 

( 2 )  T h e  Minister  for  the  Environment  may  decide  that  super- 

vision  shall  in  certain  cases b e  exerted by other  authorities. 

(3) Supervision  of  enterprises  listed  in  the  Annex  to  this 
Act  shall  be  exerted b y  the  approval  authority,  cf.  section 

3 9  of  this  Act. 
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4 9 .  ( 1 )  I f  an  order o r  a prohibition is not  complied  wlth 
within  the  specified  time,the  authority  exerting  super- 
vision  under  section 48 of  this  Act  (supervision  authorl- 
ty)  may  have  the  measures  carried  out  at  the  account of 

the  responsible  party. 

. 
( 2 )  In  case  of  imminent  and  serious  health  risks,  and 
where  immediate  intervention is necessary  to  avert  con- 
siderable  pollution or spreading  of  pollution,  the  super- 
vision  authority  shall  take  the  required  measures  without 
issuing  orders,  and  at  the  account  of  the  responsible  party. 

( 3 j  In  case  of  significant  pollution  risks,  the  police  shall 
assist  the  supervision  authority  rn  the  exercise o f  powers 
under  subsections ( 1 )  and ( 2 )  hereof.  After  negotiations 
with t h e  Minister  for  the  Environment,  the  Minister  of 
Justice  may  lay  down  detailed  rules  on  this  matter. 

( ( 0  The  provisions o f  subsections  (1-3)  hereof  shall  apply 
similarly  to  the  supervision  authority's  order  to  terminate 
illegal  operations o r  matters. 

4 9 a .  (1)  (Repealed). 

50. (1)  The  supervision  mentioned  in  sections 4 8  and 4 9  o f  this 
Act  shall  lie  with  the  regional  council  as  far  as  the  enter- 
prises,  plants, or activities  operated  by  the  local  councils 
are  concerned.  Where  the  enterprises,  plants, or activities 
are  operated  by a regional  council o r  the  Greater  Copenhagen 
council,  the  supervision  shall  lie  with  the  local  council 
o f  the  municipality  in  which  the  enterprise,  plant o r  acti- 
vity is situated. 

( 2 )  The  tasks  and  powers  vested  in  the  regional  council  in 
accordance  with  the  provisions  of  this  Part  shall  in  the 
Copenhagen  area  be  discharged  by  the  Greater  Copenhagen  Coun- 
cil. 

50a. ( 1 )  ?:here the  supervision  authority  becomes  aware o f  illegal 
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activities  etc.,  it  shall  have  them  terminated,  unless 
the  matter is quite  insignificant. 

( 2 )  Where a polluting  enterprise  was  commenced withsijt 

prior  approval or licence or in  contravention  of  current 
prohibitions or conditions  laid  down,  the  supervision  au- 

thority  may,  where  appropriate,  require  that  the  enterpri- 
se,  plant or activity  be  removed. 

51. ( 1 )  The  local  council,  the  regional  council,  the  National 
Agency  of  Environmental  Protection, or' persons  authorized 
by  them  to  make  investigations,  and  the  Public  Health  Offi- 
cer  involved sha'll have  access  to  public  and  private  proper- 
ties  in  order  to  obtain  information  relevant  to d e c i s i c r . 5  

under  this  Act o r  regulations  lssued  under  the  provisions . 
of  this Act. 

( 2 )  The  police  shall  ass 
cord in^ to  regulations 
the  Minister  for  the  Env 

ist  in  carrying  out  this  provision  ac- 
laid  down  after  consultation  betneen 
ironment  and  the  Minister  of  Justice. 

( 3 )  Proof of  identity  shall  be  produced  on  request. 

52. ( 1 )  At  the  request o f  the  local  council,  regional  council 
or the  National  Agency  of  Environmental  Protection,  the 
party  responsible  for  activities  likely  to  cause  pollutlon 
shall  produce  all  information,  includlng  data  on  economy 
and  accounts,  relevant  to  the  evaluatlon  of  the  pollution 

and  to  the  choice  of  possible  antl-pollution  measures. 

( 2 )  The  local  council,  the regional council o r  the  National 
Agency  of  Environmental  Protection  may  order  the  party  in 
question  to  submit  samples  of  material  etc.  used o r  proces- 
sed b y  him,  and o f  waste  products,  if  any. 

5 3 .  ( 1 )  Parties  responsible  for  activities  likely  to  cause  pol- 
lution  shall  immediately  notify  the  supervision  authority 
when  interruption  of  operations or accidents  result  in  heavy 
pollution or pollution risks. 
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( 2 )  Notification  under  subsection  (1)  hereof  shall  not 
reduce  the  obllgatlon  of  the  responsible  party  to  effec- 
tively  prevent  interruption  of  operations or the  accident. 

54. (1)  On  request,  the  local  councils  and  the  regional  coun- 
cils  shall  supply  the  Minister  for  the  Environment  with 
all  information  relevant to the  evalbation  of  the  state 
of  pollution  wlthin  the  local  and  regional  areas  in  question. 

a 

( 2 )  On  request,  the  local  councils  shall  supply  the  regio- 
nal  council  with  all  information  relevant  to  the  evaluation 
of  the  state  of  pollution  within  the  local  area  in  question. 

5 5 .  ( 1 )  The  regional  council  shall  supervise  the  state o f  pol- 
lution  In  ~~~tercourses,  lakes  and  nearshore territorial wa- 
ters.  Moreover,  the  regional  council  shall  observe  whether 
existing  environmental  protection  provisions  are  observed, 
and  in  case o f  non-observance  inform  the  relevant  authority 
hereof. 

56.  (1)The  Minister for the  Environment  shall  lay  down  detailed 
rules  on  the  discharge  of  the  supervision  functions  by  the 
supervision  authority  and  the  National  Agency  of  Environmen- 
tal  Protection,  including  the  role  of  Public  Health  Officers 
and  the Fishery Control  in  these  functions. 

56a.  (1)  The  Minister  for  the  Envlronment  may  lay  down  rules  on 
notification  of  enterprises. 

57. ( 1 )  The  Minister f o r  the  Environment  may o r d e r  the  regional 
councils or the  local  councils  to  consider  and  to  decide 
questions,  including  specific  cases,  concerning  environmen- 
tal  protection. 

58 .  (1)  The  regional  council  shall  take  part  in  the  co-ordination 
of  municipal  functions  pursuant  to  this  Act,  and  pursuant  to 
regulations  issued  under  the  provisions  of  this  Act  within 
major  areas,  including  compact  built-up  areas,  along  water- 
courses,  beaches,  road  systems,  and  round  air  ports,  and  in 
organizing common waste  water  plants,  purification  plants, 

1 . .. . . .  
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incineration  plants,  landfill  sites  etc. 

Pert VI11 

Laboratorres. 

59. (1) In  plans for the  laboratories  within  an  area  to  be 
worked  out  by  the  regional  council or the  Greater  Copenha- 
gen  Council  pursuant  to  Act  on  Food  etc.,  provisions  based 

o n  proposals  made b y  the  local  councils  shall  lay  down  the 
extent  to  which  these  laboratories  are  to  carry  out  labora- 
tory  work  relating  to  environmental  questions  for  the  use  of 
the  administratron  of  work  of  the  local  and  regional  coun- 

cils  and o f  the  Greater  Copenhagen  Council  pursuant t o  thls 
Act or pursuant  to  regdlations  issued  under  the  provisions 
o f  this  Act. 

60. ( 1 )  The  Minister f o r  the  Environment  may  authorrze  private 
laboratories t o  carrv  out  specified  laboratory  work  pursuant 
t o  this  Act. 

!2! A L ' t h O P i Z O d  1 2 b c r z t c r : c s  s h a l l  U S E  t h e  C h e r g f s ,  m 2 k h a 3 s  

and  working  directions  issued b y  the  Minrster. 

( 3 )  The  Minister  may  lay  down  specific  regulations  on  the 
authorization  system. 

Part I X  

Surveying  and  Planning. 

61. (1) The  local  council  shall  survey  the  noise  pollution  with- 
in  the  urban  zones  of  the  municipalities.  The  regional  coun- 
cil  shall  make a slmilar  survey o f  the  noise  pollution  in 

the  areas  outside  the  urban  zones.  The  surveys o f  the  local 
councils  and  the  regional  council  shall  be  co-ordinated  and 

comprised  by  the  regional  council  in a total  survey  of  the 
noise  pollution  within  the  regional  area. 



( 2 )  The  survey  pursuant  to  subsection (1) hereof  shall  in- 
clude  the  registration  of  the  individual  noise  sources  with- 
in  the  local o r  regional  areas  and  an  assessment  of  the 

noise  pollution  to  which  the  surroundings  are  exposed. 

61a.  (1)  Assisted  by  the  local  counclls  the  regional  council 

shall  make a survey  of  the  state  of  pollution  and  the  pollu- 
tion  load  from  the  individual  pollution  sources  in  water- 
courses,  lakes  and  nearshore  territorial  waters. 

61b. (1) After  negotiations  with  the  local  and  regional  organiza- 
tions  the  Minister  for  the  Environment  may  issue  further r e -  
nulations  on  the  survey  pursuant  to  sections  61  and  61a  of 
t h i s  j+ci a 1 1 6  " 1 1  t h e  i c p i e z c n t a t i c n  o f  t k c  c : : P * ' ~ " .  " - 1  

61c. ( 1 )  After  negotiations  with  the l o c a l  and  reglonal  organiza- 
tions  the  Minister  for  the  Environment  may  lay  down  regula- 
tions  stipulating  that  1~1th  the  assistance  of  the  local  coun- 
cils  the  reglonal  councils  shall  make a s d r v ~ ? '  o f  the  air 

pollution  including a survey  of  the  pollution  sources  and  an 
assessment  of  the  air  qualitv.  The  Minister  may  issue  further 
regulations  on  the  survey  and  the  implementation  of  the  sur- 

vev. 

61d. ( 1 )  The  survey  under  sectlons 61, 61a,  and  61c  of  this  Act 

shall  serve  to  support  the  plannlng  according  to  this  Part 
and  the  regional  and  local  plannlng. 

61e. (1) On  the  basis  of  the  survey  pursuant  to  section  61a o f  

this  Act  the  regional  council  shall  after  negotiations  with 

the  local  councils  prepare a plan  for  the  quality o f  the 
waters  within  the  regional  area.  This  recipient  quality  plan 

shall  contain: 

1)  objects f o r  the  quallty o f  water  in  watercourses,  lakes, 
and  nearshore  territorial  waters, 

2) an  account  of  the  conditions  of  existing  and  future  dis- 
charges  of  waste  water  on  which  the  objects  stated  are 

based, 
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3 )  an i n d i c a t i o n  o f  p e r i o d  o f  t i m e  ~ ' v i t h l n  lvh lch  t h e   o h ~ j e c t s  

f i x e d   a n d   t h e   c o n s e q u e n t i a l   q u a l i t y   r e q u i r e m e n t s   s h o u l d  

' b e   f u l f i l l e d ,   a n d  

4 )  t h e   e v a l u a t l o n   b y   t h e   r e g l o n a l   c o u n c l l   o f   t h e   e c o n o m i c  

c o n s e q u e n c e s  o f  t h e   p l a n .  

( 2 )  B e f o r e   t h e   r e c i p i e n t   q u a l i t y   p l a n  is a d o p t e d ,  i t  s h a l l  

b e   s u b m i t t e d   t o   t h e   l o c a l   c o u n c i l s   i n v o l v e d   b y   t h e   r e g i o n a l  

c o u n c i l .   W h e r e  a l o c a l   c o u n c i l   r a i s e s   o b j e c t i o n s  w i t h i n  

a t i m e  limit f i x e d   b y   t h e   M i n i s t e r   f o r   t h e   E n v i r o n m e n t  w i t h  

a v i e w   t o   t h e   e f f e c t s   o f   t h e   p l a n   o n   t h e   l o c a l a r e a  i n  q u e s -  

t i o n ,   t h e   r e g i o n a l   c o u n c i l   c a n n o t   m a k e  a f i n a l   a d o p t i o n   o f  

t h e   p l a n   b e f o r e   a g r e e m e n t   h a s   b e e n   r e a c h e d   b e t w e e n   t h e  l o -  

c a l   c o u n c i l   a n d   t h e   r e g i o n a i   c o u n c i i   r e g a r d i n g   t h e   n e c e s s a r y  

c h a n g e s   o f   t h e   p l a n .   W h e r e   a g r e e m e n t   c a n n o t   b e   r e a c h e d ,  t h e  

m a t t e r   s h a l l   b e   s e t t l e d   b y   t h e   M i n i s t e r   f o r   t h e   E n v i r o n m e n t .  

( 3 )  T h e   r e c i p i e n t   q u a l i t y   p l a n   s h a l l   n o t   c o n f l i c t  w i t h  r e -  

g i o n a l   p l a n n i n g .  

( 4 )  T h e   r e c i p i e n t   q u a l i t y   p l a n   s h a l l   f o r m   t h e   b a s i s   f o r   t h e  

a d m i n i s t r a t i o n   o f   c a s e s   u n d e r   t h e   E n v i r o n m e n t a l  P r n t ~ r t i n n  

nr. L . n - e  

6 1 f .  ( 1 )  On t h e   b a s i s  o f  t h e   s u r v e y   u n d e r   s e c t i o n s   6 1 ,   6 1 a ,   a n d  

6 1 c  o f  t h i s   A c t   t h e   r e g i o n a l   c o u n c i l   s h a l l   a f t e r   n e g o t i a t i o n s  

w i t h  t h e   l o c a l   c o u n c i l s   p r e p a r e   p l a n s   f o r   t h e   l o c a t i o n   o f  

e n t e r p r i s e s   e t c .   f o r   w h i c h   s p e c i a l   l o c a t i o n   r e q u i r e m e n t s   m u s t  

b e   m e t   t o   p r e v e n t . p o l l u t i o n .  T h e  p l a n s   s h a l l   i n c l u d e   a r e a s  

for i n d u s t r i a l   p l a n t s   a n d   s u p p l y   p l a n t s ,   a n d   f o r   w a s t e   w a -  

t e r   p l a n t s   a n d   e s t a b l i s h m e n t s   f o r   s t o r a g e   a n d   t r e a t m e n t  o f  

w a s t e   p r o d u c t s .  

( 2 )  The p l a n   r e f e r r e d   t o  i n  s u b s e c t i o n  ( 1 )  h e r e o f   s h a l l   c o n -  

s i d e r   t h e   v u l n e r a b i l i t y   o f   t h e   e n v i r o n m e n t   w h e n   e x p o s e d   t o  

p o l l u t i o n ,   t h e   p o s s i b l e   f u t u r e   a p p l i c a t i o n s   o f   t h e   i n d i v i -  

d u a l   a r e a s ,   a n d   t h e   s o c i a l   n e e d   f o r   t h e   l o c a t i o n   o f   t h e   e n -  

p r i s e s  w i t h i n  t h e   a r e a .  
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( 3 )  The  plans  shall  not  confllct  wlth  regional  plannlng. 

( 4 )  The  plans  shall  form  the  basls f o r  the  adminlstration 
of  cases  under  the  Environmental  Protection  Act  from  the 

time  when  it  has  been  included  in  the  guidelines  in  an 

approved  regional  plan o r  an  approved  schedule  to  the  re- 

gional  plan. 

619. (1) The  Minister  for  the  Environment  may  lssue  further 
regulations,  according  to  which  the  regional  councils  shall 

as  part  of  the  regional  planning  prepare  preliminary  sur- 
veys  and  evaluations o f  the  envlronmental  consequences  in 

connection  with  the e s t 3 b l i s h m e n t  ~ l f  2 l z r g e  s e p z r z t c  p l ~ n t .  

T h e  kiinister  may  lnciude  regulations  stlpulating  that  an 

evaluation  shall  be  made  of  the  various  locating  possibili- 

ties  for  such  ~lants. 

(2) Regulations  laid  down by the  Minister  for  the  Environ- 

ment  pursuant  to  subsection ( 1 )  hereof  may  lnclude  provisions 

to  the  effect  that  the  party  seeklng  to  have  established a 

plant  as  the  one  mentloned  ln  subsection (1) hereof  shall 
on  request  assist  the  reglonal  councll ir! implementing  tho 

surveys  and  evaluations. 

6 

Lda s t e . 

62. (1) In  co-operation ~ i t h  the  local  councils  the  reglonal 

council  shall  make a survey  of  the  disposal  of  waste tr~lthin 

the  regional  area.  The  survey  shall  include a registration 

of  collection,  transportation.  treatment,  and  final  disposal, 

including  recycling,  of  waste.  On  the  basis  of  the  survey 

the  regional  council  shall  after  negotiations w i t h  t h e  l n c ~ l  

counclls  prepare a report  on  the  dlsposal  of  waste  ~~ithin 

the  regional  area. 

(2) After  negotiations  with  the  local  and  reglonal  organiza- 
tions  the  Minister  for  the  Environment  may  lay  down  further 

regulations  on  the  tasks  of  the  regional  councils  and  the 

l o c a l  councils  pursuant  to  subsection i l l  hereof. 
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62a.  (1)  After  negotiations  with t h e  reglonal  councll  the loca! 

council  shall  prepare a plan f o r  dlsposal of waste 

within  the  local  area.  The  plan  shall  contaln  lnformatlon 

on: 

1 )  existing  and  planned  schemes f o r  collectlon,  transporta- 

tion,  treatment,  and  flnal  disposal,  including  recycling, 

of  the  waste, 

2) delimination o f  the  areas  from  which  the  waste 1s carrled 

to  the  individual  treatment  and  deposit  plants, 

3) objectlves  of  the  dlstribution o f  the  waste  on various 

treatment  and  disposal  methods, 

h )  the  time f o r  the  introductlon o f  the  various  schemes 

planned,  and 

5) costs  and financing ln connection ~ ~ l t h  lmplenentatlcn 

o f  the  plan. 

( 2 )  The  Minister  for  the  Environment  may  decide  that  the 

planning  under  subsection  (1)  hereof  shall  be  based  on  spe- 

cified  conditlons  and  the  Hinlster  may lay donn  regulations 

to  this  effect. 

( 3 )  The Plinister f o r  the  Envlronment  shall  lay  down  rules 

on  local  waste  schemes,  lncludlng  schemes f o r  collection o f  

industrial  waste,  garden  waste  and  constructlon  waste  etc., 

and 

1 )  rules  on  the  duty o f  local  authorltles  to  polnt  out  dis- 

posal  facilities  to  be  used by enterprises  which  are  not 

covered b y  such tvaste schemes, 

2) rules  on  the  duty o f  enterprlses  to  use  the  existing 

schemes o r  disposal facilities pointed  out  by  the  local 
authorities? 

3) rules  on  the  obligation  to  set  up  pre-sorting  plants l n  

landfill  sltes  and  incineration  plants. 

( 4 )  The  Minister  may  decide o r  lay  down  rules  that  local 

authorities  shall  establish or j o i n  inter-municipal  plants 
dealing  with  waste  disposal,  and  on  the  locatlon o f  such 



- 3 0  - 

inter-municipal  plants. 

( 5 )  Charges may b e  fixed  to  cover  the  local  authorities‘ 
expenses  in  relation  to  waste  mapping  and  planning,  to 
waste  schemes,  and  to  the  schemes  and  plants  referred  to 
in  subsections ( 3 )  and ( 4 )  hereof. 

62b. (1) The  plans  in  pursuance  of  section  62a  of  this  Act 
shall  not  conflict  with  the  regional  planning,  with  in- 

structions  laid  down by the  Minister  for  the  Environment 
under  subsection (2) of  section  62a o f  this  Act, or with 
the  regulations  issued by the  Minister  for  the  Environment 

on collection  of  reusable  paterials  and  products  in  pursuan- 
ce  of Act  on  the  Reuse  of  Paper  and  Drink  Packaginos  and 
the  Reduction  of !daste. (Present  title:  Act  on  Recyclinq 
and  Reduction  of Kaste). 

( 2 )  The  regional  council  shall  ensure  that  the  local  aaste 
plans  are  in  accordance  with  the  planning,  the  guidelines, 
and  the  regulations  mentioned  in  subsection  (1)  hereof,  and 
the  council  shall  relate  the  contents  of  the  plans  to  the 
report  mentioned  in  subsection  (1)  of  section  62  of  this 
Act. 

( 3 )  Idhere the  regional  council  raises  objections  under  sub- 
section ( 2 )  hereof  within a time  limit  fixed by the  Minister 
for  the  Environment,  the  local  council  cannot  adopt  the  plans 
finally  until  agreement  has  been  reached  between  the  local 
council  and  the  regional  council  on  the  necessary  changes  of 
the  plans.  In  case  of  dispute,  the  matter  shall  be  settled 
by the  Minister for the  Environment. 

General  Provisions. 

62c. ( 1 )  After  negotiations  with  the  local  and  regional  organi- 
zations  the  Minister  for  the  Environment  may  lay  down  fur- 
ther  regulations  on  the  contents  of  the  planning  pursuant 
to  sections  61e,  61f  and  62a o f  this  Act,  and  regulations 
on  time  limits  and  procedures  in  connection  with  prepa- 
ration  and  revision  of t h e  plans  including  regulations o n  

t h o  r n n n o r t i n n  !.pith r o n , n n 7 1  r , n A  lor-1 n l 7 n n i n n  a 
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62d.  (1)  The  powers  vested  ln  the  regional  council  In  pursuance 

o f  the  provisions  of  the  present  Part  of  thls  Act  shall  in 

the  metropolitan  area  be  vested  in  the  Greater  Copenhagen 

Council. 

6 3 .  ( 1 )  The  Minister-  for  the  Environment  may  decide  that  any 

two or more  regional  councils, or one or more  regional 
councils  together  with  the  Greater  Copenhagen  Council,  shall 

jointly  initiate  studies,  and  how  the  expenses  incurred  shall 

be  shared. 

6 4 .  (1) (Repealed). 

Part X . 
Decisions  in  Matters o f  Envlronmental  Protection. 

65. (l! Decislons  made  by  the  local  council,  regional  council 

or the  Greater  Copenhaqen  Council  shall  be  notified  in wri-  
ting  to  the  parties  responsible  for  the activities ln  ques- 

tion,  cf.,  however,  subsection ( 4 )  of  section 11 of  this 
,qct. ! R  c z c c  z f  i m - i ~ e n t  a n d  sericus d e n q e r  tc  health, 

and  when  immedlate  intervention is necessary 

to  avert  considerable  pollution  or  spreading or pollution, 
decisions  as  to  orders or prohibitions  may  be  given  orally. 

An  oral  decision  shall  be  notified  in  writing  as  soon  as 

possible. 

( 2 )  The  decision  shall  at  the  same  time  be  communicated  in 

writing  to  the  Public  Health  Officer  involved  and  to  other 

authorities  involved.  Furthermore,  the  decision  shall  be 

communicated  in  writing  to  private  persons  likely  to  have 

an  individual,  significant  interest  1n  the  decision,  and 

to  organizations  entitled  to  complain  pursuant  to  subsections 

( 2  - 5 )  of  section 7Ll of  this Act. I f  necessary,  communica- 
tion  to  the  above  mentioned  private  persons  and  organizations 
may  be  made  by  public  announcement.  Where  approval is issued 
ifnder  sections j5-jR o f  this  Act,  public  announcement s h a l l  

always  be  made. 
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65a. (1) A decision  notified  in  writing  shall  indicate  the 
main  considerations  underlying  the  decision. An account 
shall  be  given in connection  with  communication  under  sub- 
section ( 2 )  of  section 6 5  o f  this Act. 

6 6 .  (1) Decisions  made b y  the  local  council,  regional  council 

or the  Greater  Copenhagen  Council  shall  specify  the  authori- 
ty o f  appeal,  and  the  time  within  which  the  appeal  must  be 
brought. 

67. ( 1 )  Where  the  decision  includes  an  order or a prohibition, 
a time  limit  shall  be  stipulated for compliance  with  the  de- 
risinn. Where  immediate  intervention is necessary  pursuant 
to  subsection ( 1 )  of  section  65  of  this  Act,  it  may  be  de- 
cided  that  the  decision  shall  be  complied  wlth  immediately. 

68. (1)  Prior  to  an  order or a prohibition,  the  party  to  whom 
'such  decision  is  directed  shall  be  notified  In  writing  about 
the  case  and  informed  about  the  right  to  acquaint  himself 
with  the  documents  of  the  case  and t o  give  statements  accor- 
ding to  the  Act  on  Public  Access  to  Documents  in  Administra- 
tive  Files.  In  this  connection  the  party  to  whom  such  deci- 
sion is directed  should  be  asked  to contribute information 
to  explain  costs,  advantages  and  disadvantages  of  the  de- 
cision. 

( 2 )  Notification  pursuant  to  subsection ( 1 )  of  this  section 
may  be  omitted  in  cases  where  immediate  decision  is  required, 
or where  notification is deemed  to  have  no  importance. 

68a. ( 1 )  The  provisions  of  section 67 and subsection (1) of 
section 68 of  this  Act  shall  not  apply  to  notification 
involving a ban  on  activities  in  contravention  of  current 
prohibition  rules,  on  activities  commenced  without  prior 
approval or licence, or to  notifications  to  the  effect  that 
previously  made  decisions  shall  be  implemented. 
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c 
.,-- 69a. (1) The  Minister  mav  on  his  own  initiative  decide  to 

consider  more  closely a decision  made by a local  council, 
a regional  council, or the  Greater  Copenhagen  Council. This 

shall  also  apply  to  decisions  made by the  National  Agency 
o f  Environmental  Protection  which  cannot  be  appealed  to  the 
Environmental  Appeal  Board,  cf.  section 76 of  this  Act.  The 
Minister  may  decide  that a decision  which  normally  would 
have  been  made  by  the  National  Agency  of  Environmental  Pro- 
tection  in  pursuance  of  section 70 of  this  Act  shall  be  made 
by  the  Minister. 

69b. ( 1 )  The  Minister  for  the  Environment  may  delegate  his  powers 
to  make  decisions  in  connection  with  questions  of  environmen- 
tal  protection  to  the  Greater  Copenhagen  Council,  the  regio- 
nal  councils  and  the  local  councils. 

6 9 ~ .  ( 1 )  In  specific  matters  of  far-reaching  importance  the Mini- 
ster for the  Environment  may  decide  that  decision  in  pur- 
suance. o f  this Act shall  be  made by the  Minister  and  not by 
the  Greater  Copenhagen  Council.  the  regional  council, or the 
local  council. 

Part X I  

Comolaints. 

7 0 .  (1) Complaints  against  decisions  made  by  the  local  council, 
regional  council  and  the  Greater  Copenhagen  Council  pursuant 
to  this  Act o r  to  regulations  issued  under  the  provisions o f  

this  Act  may  be  made  to  the  National  Agency o f  Environmental 
Protection,  however,  cf.  subsection ( 3 )  of  section 5 ,  sub- 
section (5) of  section 1 1 ,  subsection (7) o f  section 2 1 ,  and 
subsection (8) of  section 27 of  this  Act. 

71. (1)  The  time  limit f o r  lodging a complaint  shall  be  four 
weeks  from  the  day  on  which  the  decision  was  notified.  In 
the  case o f  public  announcement  the  time  limit  shall  be  from 
the  day  of  the  announcement  notwithstanding  the  time  of  any 
individual  notification,  cf.  section 65 of  this  Act.  If  the 
time  limit  expires  on a saturday or a holiday,  the  limit  shall 



e x p i r e   o n   t h e   f o l l o w i n g   w o r k d a y .  

( 2 )  I n  s p e c i a l   c i r c u m s t a n c e s ,   t h e   a u t h o r i t y   i s s u i n g   t h e  or- 

d e r  or p r o h i b i t i o n  may d e c i d e   t h a t   t h e   o r d e r  o r  t h e   p r o h i b i -  

t i o n   s h a l l   b e   c o m p l i e d  w i t h  i r r e s p e c t i v e   o f   c o m p l a i n t s .  

E v e n   w h e n  a c o m p l a i n t  is l o d g e d   a g a i n s t   s u c h   d e c i s i o n ,   t h e  

o r d e r  o r  p r o h i b i t i o n   s h a l l   b e   c o m p l i e d  w i t h  u n t i l  o t h e r w i s e  

d e c i d e d   b y   t h e   a p p e a l   a u t h o r i t y .  

( 3 )  W h e r e   t h e   u s e  o f  a n   a p p r o v a l  o r  a l i c e n c e   q r a n t e d  i n  D U ~ -  

s u a n c e   o f   t h i s   A c t  o r  c r d e r s  l s s u e d   u n d e r   t h i s   A c t  i n -  

v o l v e s   b u i l d i n g   a n d   c o n s t r u c t i o n   a c t i v i t i e s ,   s u c h   a c t i v i  

s h a l l   n o t   b e  c o m m e n c e d   b e f o r e   t h e  limit f o r   l o d g i n g   t h e  

p l a i n t   h a s   e x p i r e d   i n   a c c o r d a n c e  ~ l t h  s u b s e c t i o n  ( 1 )  o f  

t i o n  7 1  o f  t h i s  A c t ,   u n l e s s   t h e   a u t h o r i t y   i s s u i n g   t h e  li 
or a p p r o v a l   g r a n t s   a n   e x e m p t i o n   f r o m   t h i s   r u l e .  

( 4 )  I n  c o n n e c t i o n  w l t h  ~ t s  c o n s l d e r a t i o n   o f   a n   a p p r o v a l  

t l e s  

com- 

s e c -  

c e n c e  

o r  

a l i c e n c e ,   a g a i n s t   w h i c h  a complaint w a s   l o d g e d  w i t h i n  t h e  

limit s p e c i f i e d ,   c f .   s e c t i o n  7 1  o f   t h i s   A c t ,   t h e   a p p e a 1 . a ~ -  

t h o r i t y  may b y   i t s e l f   d e c i d e   t h e   q u e s t i o n   o f   c o m m e n c e m e n t  o f  

b u i l d i n g   a n d   c o n s t r u c t i o n   w o r k s .  I n  t h i s   c o n n e c t i o n   t h e   a p -  

p e a l   a u t h o r i t y  may 

1 )  a t   r e q u e s t   p e r m i t   c o m m e n c e m e n t   o f   b u i l d i n g   a n d   c o n s t r u c -  

t i o n   w o r k s ,  

2 )  d e c i d e   t h a t   b u i l d i n g   a n d   c o n s t r u c t i o n   w o r k s ,   f o r   w h i c h  

a n   e x e m p t i o n   w a s   g r a n t e d   u n d e r  s ! ~ b s e c t i n n  ( 3 )  h e r e a f ,  

s h a l l   n o t   b e  commenced or s h a l l   b e   s u s p e n d e d .  

-2%. 
The d e c i s i o n   o f   t h e   a p p e a l   a u t h o r i t y   c a n n o t   b e   b r o u g h t   b e -  

f o r e  a h i g h e r   a d m i n i s t r a t i v e   a u t h o r i t y .  

( 5 )  T h e   M i n i s t e r   f o r   t h e   E n v i r o n m e n t  may l a y   d o w n   r e g u l a t i o n s  

c t i o l . l q + i - n  + h a +  c , , h c ~ , - t i n n s  1 7 )  s n r l  ( A )  h e r e o f  s h a l l  
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73 .  

7 4 .  

not  apply  to  certa 
construction  activ 
according  to  rules 
this  Act. 

in  types of small  scale  building  and 
ities  in  connection ~ i t h  licence  granted 
issued  under  Parts 11, 111, and I V  o f  

( 6 )  The  provisions  of  subsections ( 3 - 5 )  of  this  Act  shall 
not  restrict  the  powers  of  the  appeal  authority  to  modify 
or withdraw  licences or approvals  against  which  complaints 
have  been  lodged. 

( 1 )  Complaints  shall  be  submitted  to  the  authority  respon- 
sible  for  the  de.cislon.  This  authority  shall  submit  the  com- 
plaint t o  the  appeal  authority  accompanied  with  the  material 

on  which  the  decision i s  based. 

( 1 )  Complaints  against  the  decisions of a local  council,  re- 
gional  council o r  the  Greater  Copenhagen  Council  may  be  made 
by : 

( 2 )  The  Danlsh  Society  of  Nature  Conservation  may  lodge  com- 
plaints  against: 

1 )  decisions  on  approvals,  ordersand  prohibitions  in  pur- 
suance  of  Part V o f  this  Act  as  regards  enterprises, 
plants  and  activities  where  the  powers  to  grant a licence 
under  regulations  laid  down  in  pursuance  of  subsection ( 1 )  

o f  section 3 9  of  this  Act  are  vested  in  the  regional COUI-J- 
cil o r  the  Greater  Copenhagen  Council, 

2 )  decisions  on  approvals,  orders  and  prohibitions  in  pur- 
suance of Part V of  this  Act  as  regards  enterprises, 
plants  and  activities  where  the  powers  to  grant a licence 
under  regulations  laid  down  in  pursuance o f  subsection 
( 1 )  of  section 3 9  of  this  Act  are  vested  in  the  local 
rnuncil i n  accordance  with  rules  laid  down by the  Mini- 
ster  for  the  Environment. 
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3) decisions  under  Part I V  of  this  Act  on  separate  dis- 
charge  of  waste  water  from  the  enterprises.  ~lants  and 
activities  covered by  the a b o v e  No.  1 hereof,  and 

4 )  decisions  under  Part IV of  this  Act  on  the  discharge  of 
waste  water  from  the  waste  water  plant  of a local  autho- 

rity. 

( 3 )  The  Danish  Angllng  Society  may  complain  against  the  de- 
cisions  mentioned  in  subsection ( 2 )  hereof  as  far  as  matters 

of  water  pollution  are  concerned. 

( k )  The Danish  sea  Fishpries Association z n d  t h p  D z n i s h  F i s h ? -  

rles  nssoclatlon  may  complaln  agalnst  declslons mentioned ~n 
subsection (2) hereof  as  far  as  natters  of  narlne pollution 

are  concerned. 

( 5 )  The  Economic  Councll  of  the  Danish  Labour  Movement  may 
complain  against  decisions  made b y  a local  council, a regio- 
nal  council,  and  the  Greater  Copenhagen  Council  when  it is 

o f  considerable  importance  to  the  emplgyment  sltuation. 

( 6 )  The  Danish  Consumer  Advlsory  Council  may  complain  against 
declsions  made b y  a local  council, a regional  counc11,  and 
the  Greater  Copenhagen  Council  to  the  extent  that  they  are 
of  considerable  and  prlnciple  importance. 

( 7 )  The  Greater  Copenhaqen  Council or a regional  council  may 
complain  against  declsions  made  by a local  council. A local 
council  may  complain  against  declsions  made  by a regional 

council. A local  council o r  a regional  council  may  complain 
aaainst  decisions  made b y  the  Greater  Copenhagen  Council. 

(8) The  Minister  for  the  Environment  may  lay  down  regulations 
o r  decide  that  complaints  against  decisions  under  this A c t  

may b e  filed b y  specified  authorities  in  other  countries. 
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Part X I 1  

Fnvironmental  Appeal  Board. 

75.. ( 1 )  The  Environmental  Appeal  Board  shall  act  as  authority 
o f  complaint  in  respect o f  administrative  decisions  to  the 
extent  defined  in  this  Act  and  in  other  legislation  on  en- 
vironmental  questions. 

( 2 )  In its  activities,  the  Board  is  independent o f  any  in- 
structions  relating  to  the  consideration o f  and  decisions 
in  individual  cases. 

76 .  ( 1 )  Complaints  may  be  made  to  the  Environmental  Appeal  Board 
against  decisions  made by the  National  Agency o f  Environmen- 

tal  Protection  pursuant  to  subsection (1) o f  section  Id, 
and  Part V ,  o r  by  the  Minister  for  the  Environment  pursuant 
to  section  69a  and  decisions  made  in  accordance  with  regula- 
'tions  laid  down  in  pursuance o f  subsection ( 9 )  o f  section 2 1  

o f  this  Act.  The  same  shall  apply  to  declsions  made  pursuant 
to  sections 18 and 2 5  o f  this  Act  when  relating  to  the  waste 
water  plant o f  a local authority o r  o f  an  industrlal  enter- 
prise. 

( 2 )  Complaints  may 'moreover'  be  made  to  the Environmental Ap- 
peal  Board  against  decisions  made by the  Minister  acting  as 
first  instance  pursuant  to  section  15,  cf.  subsection (1) 
o f  section l d , o r  sect'ion 69c  of  this  Act.  The  same  sha~ll  ap- 
ply  to  decisions  made  pursuant  to  subsectlons  (1)  and ( 3 )  

of  section  11  of  this  Act  when  relating  to  the  discharge o f  

waste  water  on  the  soil  from  an  industrial  enterprise,  and 
decisions  made  pursuant  to  section 3 4 :  cf.  sections  18  and 
2 5  o f  this  Act  when  relating  to  the  waste  water  plant o f  a 
local  authority or o f  an  industrial  enterprise. 

( 3 )  In  regulations  lssued  pursuant  to  the  provisions o f  this 
Act,  the  Sulphur  etc.  in  Fuel  Act, or the  Act  on  Oil  and  Che- 
mical  Waste,  it  may  be  resolved  that  complaints  against  de- 
cisions  made b y  the  Minister o r  the  National  Agency o f  En- 
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vironmental  Protection  pursuant  to  the  above  regulations 
may  be  made  to  the  Environmental  Appeal  Board. 

7 7 .  (1)  The  Environmental  Appeal  Board  shall  consist  of a Chair- 
- man,  one or more  deputies  and a number  of  appointed  expert 

members. 

( 2 )  The  administration  of  the  board  shall  be  carried  out 

by a secretariat  also  assisting  in  the  consideration  of 
questions  brought  before  the  Board.  Besides  the  Board  may 
call  in  experts  to  act  as  advisors. 

( 3 ;  Ti le i-iinisier for  the E n v i r ~ n m c n t  ~ z y  l a y  do??!? detl-iled 

regulations  on  the  activities  of  the  Environmental  Appeai 
Board,  including  the  consideration  of  cases  and  fees  for  the 
presentation o f  cases. 

78. (1)  The  Chairman o f  the  Environmental  Appeal  Board  shall 
have  the  qualifications  of a High  Court  Judge.  The  Chairman's 
deputies  shall  have  the  qualificatlons  of a Judge.  The  Field 

of  employment o f  the  Chairman  and  deputies  shall  be  the  En- 
vironmental  Appeal  Board o n l y .  

(2) The  number  of  members  appolnted  shall  be  fixed  by  the 
Minister  for  the  Environment.  The  members  shall  be  appointed 
by  the  Minister  for  terms o f  up  to  four  years  on  the  joint 

recommendation  of 

1)  The  Federation  of  Danish  Industries,  the  Economic  Council 
o f  the  Danish  Labour  Movement,  The  Federation  of  Smaller 
Industries,  the  Agricultural  Council,  the  Federation  of 
Danish  Agricultural  Societies,  the  Federation  of  Danish 
Smallholders'  Societies, 

2) The  National  Agency  of  Environmental  Protection. 

7 9 .  (1) Decisions  in  each  individual  case  shall  be  made  by  the 
Chairman or a deputy  and 2 o r  4 appointed  members.  The  ap- 
pointed  members  shall  be  designated  by  the  Chairman  with 
equal  representation  of  the  two  groups  mentioned  in subset- 
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tion ( 2 )  of  section 7 8  o f  this  Act.  In  cases  of  particular 
interest  to  the  fishing  industry, a fisheries  expert  shall 
be  among  the  persons  designated.  In  cases  of  particular  im- 
portance  to  the  employment  situation,  an  expert  appointed in 
pursuance  of  subsection ( 2 )  of  section 7 8  on  the  recommenda- 
tion  of  the  Economic  Council o f  the  Danish  Labour  Movement 

shall  be  among  the  persons  designated.  In  cases  concerning 
smaller  industries  an  expert  appointed  in  pursuance  of  sub- 
section ( 2 )  of  section 7 8  o f  this  Act  on  the  recommendation 
o f  the  Federation o f  Smaller  Industrles  shall  be  among  the 
persons  designated. 

( 2 )  Decisions  of  the  Environmental  Appeal  Board  shall  be 
made  -by  majority  vote. 

c 

( 3 )  In  special  cases  the  Chairman o r  the  deputy  chairman  may 
make  decisions  on  behalf  of  the  Board. 

1 )  the  nnrty  to  whom  the  decision  is  directed, 
Z j  any  party iiiceiy iu h a v e  ai-1 indiuidrts? snd s i c j n i f i c z n t  

interest  in  the  outcome  of  the  case,  and 
3) the  Greater  Copenhagen  Council,  the  interested  regional 

council or local  council. 

( 2 )  Organizations  entitled  to  lodge  complaints  in  pursuance 
o f  subsections ( 2 - 6 )  o f  section 7 4  of  this  Act  shall  have 
the  right  to  complain  both  to  the  Environmental  Appeal  Board 
and  to  the  National  Agency  of  Environmental  Protection. 

( 3 )  The  Minister for the  Environment  may  issue  regulations 
or decide  that  complaints  agalnst  decisions  according  to 
this  Act  may  be  made  to  the  Environmental  Appeal  Board by 
specified  authorities  in  other  countries. 
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(2) A complaint  shall  have  suspensive  effect  upon  an  order 
or prohibition  unless  otherwise  resolved by the  Board,  cf., 
however,  subsection  (2)  of  section  72 o f  this  Act. 

82. ( 1 )  The Environmental  Appeal  Board  may  make  inspections  and 
procure  information  according  to  sections  51-52  of  this  Act. 

Part X I 1  a 

Waste  Charges. 

82a.  (1) A charge  is  payable  to  the  Minister for the  Environment 
on  waste  delivered  to  enterprises  liable  to  registration,  cf. 
section  82c  of  this  Act. 

82b. ( 1 )  The  charge  amounts t o  4 0 , -  D.Kr./ton o f  waste.  The 
chargeable  weiqht  is  the  gross  weight o f  the  waste. 

(2)  The  chargeable  weight  shall  be  determined by a weiqhing 
machine  which  can  be  approved by the  customs  authorities. 

8 2 ~ .  ( 1 )  Enterprises or plants  receiving  waste  from  local  waste 
collection  schemes,  for  the  purpose  of  deposit or ~nclnera- 
tion,  shall  notify  the  customs  authorities  and  be  registered. 

(2) A certificate  of  registration is issued  and  given  to  the 
registered  enterprlses. 

82d. ( 1 )  Charges a r e  payable  quarterly. 

(2)  Registered  enterprises  shall  calculate  the  chargeable 
weight  for a given  charge  period  on  the  basis o f  the  waste 
volumes  delivered  to  the  enterprlse ~n that  period. 

( 3 )  From  the  calculated  weight  shall b e  deducted  the  weight 
of  the  chargeable  waste  which  was  taken  out  of  the  enterprise 
in  the  period  in  question. I f  the  weight  of  the  withdrawn 
waste  exceeds  the  chargeable  weight  in  that  period,  the  ex- 
cess  weight  shall  be  carried  over  and  deducted i n  subsequent 
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( 4 )  The  Minister  for  Inland  Revenue,  Customs  and  Excise 

may  lay  down  detailed  rules  on  calculations  in  accordance 
with  subsection (2) and  deductions  in  accordance  wlth  SUD- 
section ( 3 )  hereof. 

82e. (1) Registered  enterprises  shall  keep  accounts  of  input 
and  output  of  waste. 

( 2 )  The  customs  authorities  shall  lay  down  detailed  rules 

on  calculation  vouchers  and  invoices  drawn  up b y  registered 
enterprises,  and  on  their  keeping  of  accounts. 

( 3 )  Registered  enterprises shail keep  accounting  material, 

including  calculation  vouchers,  copies  of  invoices  and  spe- 
cifications,  for  five  years  following  an  accounting  year. 

82f. ( 1 )  Registered  enterprises  shall  after  the  expiry  of a 

charge  period  and  not  later  than  the  15th  day of the  follo- 
wing  month,  inform  the  customs  authorities  of  the  weight  of 
waste  for  which  the  enterprise  must  pay a charge,cf.subsec:~ons 
( 2 )  2 n d  ( 4 )  o f  s e r t i q n  A 7 r l  o f  this  Act. 

( 2 )  Uhere  such  information  is  not  qiven  within  the  limlt  spe- 
cified  in  subsection ( I )  hereof,  the  customs  authorities  may 
suspend  registration  of  the  enterprise  until  the  information 
has  been  given  to  the  customs  authorities. 

829. ( 1 )  The  charge  relating  to a charge  period  shall  be  paid 
to  the  customs  authorities  before  the  end o f  the  month  follo- 

wing  the  expiry  of  the  charge  period. 

(2) Where  the  charge 1 s  not  paid  in  tlme, 1.3 per  cent  inter- 

est/month  shall  be  paid  for  each  commenced  month  following 

the  last  payment  in  time,  but  not  below  lo,- D.Kr. 

( 3 )  The  Minister  for  Inland  Revenue,  Customs  and  Excise  may 

l a y  down  detailed  rules  on  payment  of  charges. 
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82h.  ( 1 )  T h e   c u s t o m s   a u t h o r i t i e s  may o r d e r   e n t e r p r i s e s   n o t  

p a y i n g  i n  c h a r g e s   i n   t i m e   t o   g i v e   t h e   i n f o r m a t i o n   s p e c i f i e d  

i n  s e c t i o n   8 2 f  o f  t h i s   A c t   f o r   s h o r t e r   p e r i o d s   t h a n   t h r e e  

m o n t h s  . 

( 2 )  T h e   c u s t o m s   a u t h o r i t i e s   c a n   a l s o   o r d e r   e n t e r p r i s e s   n o t  

p a y i n g  i n  c h a r g e s   i n   t i m e   t o   o b s e r v e   s h o r t e r   p a y m e n t   d e a d -  

l i n e s   t h a n   s p e c i f i e d  i n  s u b s e c t i o n  ( 1 )  o f   s e c t i o n   8 2 9   o f  

t h i s  A c t ,   a n d   r e q u i r e   t h a t   s e c u r i t y   b e   g i v e n   f o r   p a y m e n t   o f  

t h e   c h a r g e .  

8 2 i .  (1) W h e r e   c h a r g e s   d u e   a r e   n o t   p a i d   o n   t h e   1 4 t h   d a y   a t   t h e  

l a t e s t   a f t e r   t h e   e x p i r y   o f   t h e  t i m e  f n r  payment. ,  t h p  c U s t n m S  

a u t h o r i t i e s  may s u s p e n d   r e g i s t r a t i o n  o f  t h e   e n t e r p r i s e   u n t i l  

c h a r g e s   d u e   h a v e   b e e n   p a i d .  

( 2 )  W h e r e   t h e   c h a r g e   p e r i o d  or p a y m e n t   t i m e   w e r e   s h o r t e n e d  

a c c o r d i n g   t o   s e c t i o n   8 2 h   o f   t h i s   A c t ,   a n d   t h e   c h a r q e   i s   n o t  

p a i d  i n  t i m e ,  t h e  r e g i s t r a t i o n  may b e   w i t h d r a w n   a t   t h e   e x p i -  

r y   o f  t h e  p a y m e n t   t i m e .  

8 2 j .  ( 1 )  W h e r e   a n   e n t e r p r l s e   i s   f o u n d   t o   h a v e   g i v e n   f a u l t y  i n -  

f o r m a t i o n   u n d e r   s e c t i o n   8 2 f   o f   t h i s   A c t ,   a n d   h a s ,   t h u s ,   n o t  

p a i d   e n o u g h   c h a r g e s ,   t h e   a m o u n t   d u e   s h a l l   b e   p a i d   n o t   l a t e r  

t h a n   t w o   w e e k s   a f t e r  a n o t i c e   r e q u i r i n g   p a y m e n t   h a s   b e e n  

g i v e n .  

( 2 )  I f  t h e   a m o u n t   o f   c h a r g e s   t o   b e   p a i d   b y   t h e   e n t e r p r i s e  

c a n n o t   b e   c a l c u l a t e d   o n   t h e   b a s i s   o f   t h e   e n t e r p r i s e ' s   a c c o u n t s  

e t c . ,   t h e   c u s t o m s   a u t h o r i t i e s  may e s t i m a t e   t h e   c h a r g e s   d u e .  

When s u c h   e s t i m a t e s   a r e  made, t h e   r i g h t   t o   c o m p l a i n   s p e c i f i e d  

i n  s u b s e c t i o n  ( 3 )  h e r e o f   s h a l l   b e   m e n t i o n e d .  

( 3 )  The e n t e r p r i s e  may b r i n g  i n  t h e   e s t i m a t e   o f   c h a r g e s   d u e  

b e f o r e  a b o a r d   s e t   u p   u n d e r   s e c t i o n  3 7  o f   t h e   G e n e r a l   S a l e s  

Tax A c t .   R e q u e s t s   f o r   b r i n g i n g  i n  c a s e s   b e f o r e   t h e   b o a r d   s h a l l  

b e  made t o   t h e   c u s t o m s   a u t h o r i t i e s  w i t h i n  f o u r   w e e k s   f r o m   t h e  

d a t e   t h e   e n t e r p r i s e  w a s   i n f o r m e d   o f   t h e   e s t i m a t e .  
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( 4 )  W h e r e   t h e   c h a r g e s   d u e   a r e   n o t   p a i d  i n  t i m e .  1 . 3  p e r  

c e n t   i n t e r e s t / m o n t h   s h a l l   b e   p a i d   f o r   e a c h   c o m m e n c e d   m o n t h  

s t a r t i n g   o n   t h e  f i r s t  d a y   o f   t h e   m o n t h  i n  w h i c h   t h e   a m o u n t  

was t o   b e   p a i d   b y   t h e   e n t e r p r i s e ,   b u t   n o t   b e l o w  l o , -  D.Kr. 

8 2 k .  ( 1 )  T h e   c u s t o m s   a u t h o r i t i e s   s h a l l   a n y   t i m e   a n d   o n   p r o o f   o f  

i d e n t i t y   w i t h o u t   c o u r t   o r d e r   h a v e   a c c e s s   t o   t h e   e n t e r p r i s e  

l i a b l e   t o   r e g i s t e r ,   t o   r e v i e w   t h e   a c c o u n t   b o o k s   a n d   o t h e r  

b o o k - k e e p i n g   m a t e r i a l ,   a n d   c o r r e s p o n d e n c e   e t c .  

( 2 )   T h e   p a r t y   r e s p o n s i b l e   f o r   a n   e n t e r p r l s e   l i a b l e   t o  re- 

g i s t e r ,   a n d   p e r s o n s   w o r k i n g  i n  t h e   e n t e r p r i s e ,   s h a l l   g u i d e  

a n d   a s s i s t   t h e   c u s t o m s   a u t h o r i t i e s   a s   r e q u i r e d  i n  t h e i r  d i s -  

c h a r g e   o f   s u p e r v i s i o n   a c t i v i t i e s   u n d e r   s u b s e c t i o n  ( 1 )  h e r e o f .  

( 3 )  T h e   m a t e r i a l   r e f e r r e d   t o  i n  s u b s e c t i o n  ( 1 )  h e r e o f   s h a l l  

a t   t h e   r e q u e s t   o f   t h e   c u s t o m s   a u t h o r i t i e s   b e   d e l i v e r e d  o r  

s e n t   t o   t h e   c u s t o m s   a u t h o r i t i e s .  

( 4 )  P e r s o n s   a n d   e n t e r p r i s e s   d e l i v e r i n g   w a s t e   t o   e n t e r p r i s e s  

l i a b l e   t o   r e g i s t e r   s h a l l   a t   r e q u e s t   i n f o r m   t h e   c u s t o m s   a u t h o -  

r i t i e s  o f  t h e   w a s t e   o u a n t i t l c s   t h e y   h a v e   d e l i v e r e d .  

( 5 )  P e r s o n s   a n d   e n t e r p r i s e s   r e c e i v i n g   w a s t e   f r o m   e n t e r p r l s e s  

l i a b l e   t o   r e g i s t e r   s h a l l   a t   r e q u e s t   i n f o r m   t h e   c u s t o m s   a u t h o -  

r i t i e s   o f   t h e   w a s t e   q u a n t i t i e s   t h e y   h a v e   r e c e i v e d .  

( 6 )  T h e   p a r t y   r e s p o n s i b l e   f o r   a n   e n t e r p r i s e  or p l a n t   w h i c h  

a l t h o u g h   n o t   r e g i s t e r e d , c f .   s e c t i o n   8 2 c   o f   t h i s   A c t , r e c e i v e d  

w a s t e   f o r   t h e   p u r p o s e   o f   d e p o s i t ,   i n c i n e r a t  

or o t h e r   t r e a t m e n t ,   s h a l l   a t   r e q u e s t   i n f o r m  

e u t ! l o r i t i e s   o f   w a s t e   q u a n t i t i e s   r e c e i v e d .  

i o n ,   p r o c e s s  

t h e   c u s t o m s  

i n s p e c t   t h e  ( 7 )  T h e   c u s t o m s   a u t h o r i t i e s   a r e   e n t i t l e d   t o  a c -  

c o u n t s   e t c .   o f   t h e   e n t e r p r i s e s   r e f e r r e d   t o  i n  s u b s e c t i o n s  

4 - 6  h e r e o f .  

82.1. (1)  P u b l i c   a u t h o r i t i e s   s h a l l   a t   r e q u e s t   g i v e   t h e   c u s t o m s  

a u t h o r i t i e s   t h e   i n f o r m a t i o n   r e q u i r e d   f o r   r e g i s t r a t i o n   a n d  
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control  of  enterprises  liable  to  register. 

( 2 )  The  police  shall  assist  the  customs  authorities  in  carry- 
ing  out  control  functions.  After  negotiations  with  the  Mini- 
ster  for  Inland  Revenue,  Customs  and  Excise,  the  Minister  of 

Justice  may  lay  down  detailed  rules  thereon. 

( 3 )  The  Minister For Inland  Revenue,  Customs  and  Excise  may 
lay  down  regulations  on  control  measures  required  to  imple- 
ment  the  charge  provisions o f  this  Part. 

82m.  (1)  The  board  set  up  in  pursuance  of  section 3 7  of  the  Gene- 

ral  Sales  Tax  Act  shall  make  the  final  administrative  deci- 
s i n n  i n  c5nnection  with: 

1) questions  of  enterprises'  duty  to  register,  cf.  section 
82c  of  this  Act, 

2 )  questions  of  the  chargeable  weight,  cf.  section  82b  of 
this  Act,  and  of  the  duty to pay  charges, 

3) complaints  against  estimates  of  chargeable  amounts,  cf. 
subsection ( 2 )  o f  section 8 2 j  of  this  Act. 

I 

82n. (1 )  Responsible  for  payment  of  charges  under  the  provisions 
of  this  Part  are  the  party  owning,  leasing or otherwlse  opera- 
ting  the  enterprise on' his  own  account. 

Part X I 1 1  

Provisions  Regarding  Penalty  and  Commencement  etc. 

83. (1)  Unless  heavier  punishment  is  due  pursuant  to  other le- 

gislation,  offenders  of  the  following  provisions  are 1.iable 
to a fine: 

1) violation  of  subsectlon  (1)  of  section  11, or subsection 
(1) of  section 17 of  this  Act, 

2 )  failure  to  comply  with  orders or prohibitions  pursuant 
to  section  12;  subsections  (1) or ( 4 )  o f  section 1 3 ;  

subsection  (1) o f  section  14;  section 25; section  42, 
section &4 or subsection ( 2 )  of  section  5oa  of  this  Act, 

_ .  
1 L - - - -  - C - 1 - - - r m  -s r rn?d inn  t r ,  c , , h c p r t <  n n  
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(1) of  section 11: subsection ( 2 )  o f  section 17; sec- 
tion 18, o r  of  approval  according  to  sections 3 5 - 3 8  o f  this 
Ack, 

4 )  establishment,  commencement o r  operation  of  enterprises 

without  approval  accordlng  to  section 35 of  thls  Act, 
5 )  failure t o  obtain  approval  according  to  sections  36 o r  38  

of  this  Act, 
6 )  failure  to  provide  information o r  submit  samples  according 

to  section  52 or to  give  notification  as mentioned in  sec- 
tion 5 3  of  this  Act, 

7) failure  to  submit  notification  stipulated  in regulations 

laid  down  under  section  56a  of  this  Act, 
8) carrying  out  of  building o r  construction  activities  in 

contravention  of  subsection ( 3 )  of  section 72 o r  a deci- 
sion  under  subsectlon ( 4 )  of  sectlon 7 2  of  this  Act, o r  

9 )  disregard  of  terms  of  an  exemption  pursuant  to  subsections 

( 3 )  o r  ( 4 )  of  section 72 of  this  Act. 

( 2 )  The  punishment  may  be  detention o r  lmprisonment  for  up 

to  one  year  if  the  offender  acted  deliberately o r  by gross 
negligence o r  if  the  infringement  resulted  in 

1 )  d3m390 t c  t h e  e n v i r a n z c n t  a: r i s k  c f  dszzqcs, 

2 )  achieved o r  intended  economic  advantages,  includlnn s a -  

vinqs,  for  the  of  fender or for  others. 

( 3 )  Regulations  issued  pursuant  to  section 4 ,  4 a ,  5 ,  6 ,  9 ;  

subsection  (2)  of  section 11; subsection (2) o f  section 1 7 ;  

subsection (2) of  section 1 9 ;  sections 2 0  and 2 8 ;  subsection 

( 3 )  O f  section  62a o f  this  Act may s p e c i f y   ~ ~ ~ n i s h n e n t  o f  

fine. T h e  p e n a l t v  n a y  h o  detention o r  ~ m p r ~ c o n ? e n k  f n r  " ?  

to  one  year  under  the  same  conditions  as  those  specified  In . 

subsection ( 2 )  hereof. 

( 4 )  As  regards  violations  committed by limited  liability 
companies,  co-operative  societies o r  the  like,  the  company 
o r  society  as  such  may  be  held  llable  to  pay  fine.  If  the 
violation  was  committed by a local  authority o r  authorities 
jsintly,  cf.  section 6 c  of  Locsl  Adm~nistration Art,  t h e  
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local  authority or authorities  jointly  may  be  held  liable 
to  pay  the  fine. 

( 5 )  Where  profits  obtained by violation  of  this  Act o r  

regulations  issued  under  this  Act,  are  not  confiscated,  the 
fine,  including  additional  fines,  shall  be  meted  out  with 
special  regard  to  the  extent  of  the  achieved o r  intended 

economic  advantages,  cf. No. 2 of  subsection ( 2 )  hereof. 

( 6 )  Liability  to  punishment  for  infringements  etc.  as  spe- 
cified  in N o s .  1, 2, 3 ,  and  of  subsection ( 1 )  hereof, 
and  for  infringements  of  regulations  issued  under  subsec- 
tic:: ( 2 )  of section 1 1  nf t h i s  n r t ,  is s t a t u t p - h a r r e d  after 

5 years. 

84. (1) Violations  are  subject  to  police  prosecution.  The  re- 
medies  contained  in  Parts 7 2  and 73 of  the  Administration 
of  Justice  Act  may  be  applied  as in actions  brought  by  the 

public  prosecutor. 

84a. ( 1 )  Anyone tvho deliberately o r  by gross negligence  commits 
one  of  the fol?cplinq offences is liable t o  a Cine: 

1) provides  faulty or misleading  information o r  withholds 
information f o r  use  in  connection  with  control  of  the 
charges  specified  ln  Part  XIIa  of  this  Act, 

2) fails  to  use a weighing  machine  which  can  be  approved  by 
the  customs  authorities,  cf.  subsection  (2)  of  section 

82b  of  this  Act, 
3) fails  to  register  with  customs  authorlties  in  accordance 

with  section  82c  of  this  Act, 
4 )  fails  to  keep  and  store  accounts  in  accordance  with  sub- 

sections (1) and (3) o f  section  82e o f  this  Act. 
5 )  fails  to  state  the  weight  of  chargeable  waste  in  accor- 

dance  with  subsection ( 1 )  of  section  82f  of  this  Act, 
6 )  fails  to  comply  with  an  order  given  in  accordance  with 

subsection (1) of  section  82h  of  this  Act, 
7 )  fails  to  give  information  to  the  customs  authorities  in 

accordance  with  subsections ( 2 - 6 )  of  section.82k,  of  this 
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8 )  continues  operation  of B n  znterprise  liable to reolstcr  aft€ 
the  customs  authorities  have  withdrawn  registration  in 
accordance  with  subsection ( 2 )  of section 8 2 5 ,  or section 
82i  of  this  Act. 

( 2 )  Regulations  issued  pursuant  to  subsection ( 3 )  of  sec- 
tion-82.1 of  this  Act may  specify  punishment  of  fine  to  any- 
one  who  deliberately or by gross  negligence  violates  the 
rules. 

( 3 )  Anyone  committing  the  violations  specified  in  subsec- 
tions ( 1 )  and ( 2 )  hereof  deliberately  for  the  puroose  of  eva- 

ding  to  pay  charges,  is  liable  to  fine,  detention or impri- 
sonment  for  up  to  one  year. 

I 

( 4 )  Where  the  violations  referred  to  in  subsections ( 1 )  

and ( 2 )  hereof a r e  committed by limited  liability  companies, 

co-operative  societies o r  the  like,  the  company o r  society 
as  such  may  be  held  liable  to  pay  the  fine.  If  the  violation 

was  committed by a local  authority o r  authorities  jointly, 
cf.  section 6 0  of L o c a l  Administration  Act,  the  local  au- 
th-rity ^ r  suthzrities J i o i n t l , ,  - ' . - - I  mey h e  l i e h i p  k =  73;' 

the  fine. 

84b. (1) Where  one o f  the  violations  referred  to  in  subsections 

( 1 )  and ( 2 )  of  section  84a  of  this  Act  is  considered  not 
to  cause a penalty  severer  than  fine,the  Minister  for  Inland 
Revenue,  Customs  and  Excise or anyone  he  authorizes  thereto, 
may  notify  the  offender  in  question  that  the  matter  can  be 
closed  without  legal  proceedings  if  he  accepts  responsibility 
for  the  violation  and  declares  ready  within a specified  pe- 
riod,  which  can  be  prolonged  at  request,  to  pay a specified. 
fine. 

( 2 )  As regards  the  notification  mentioned  in  subsection ( 1 )  

hereof  the  provisions o f  the  Administration  of  Justice  Act 
on  indictments b y  police  prosecution  shall  apply  similarly. 

( 3 j  if  tne  fine i s  paid  in  time, o r  is afterwards  recovered 
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through  the  courts or served  in  prison,  further  prose- 
cution  ceases. 

(4) Where  the  violations  referred  to  in  subsections  (1) 
and ( 2 )  of  section  84a  of  this  Act,  are  brought  before  the 
court,  they  are  subject  to  police  prosecution.  The  reme- 
dies  contained  in  Part 7 3  of  the  Administration  of  Justice 
Act  may  be  applied  as  in  actions  brought  by  the  public  pro- 

secutor. 

85.  (1)  Authorities  and  persons  performing  duties  under  this  Act, 
and  any  other  person  who,  otherwise,  assists  herein,  shall 
he under an obligation  not t n  d i v t t l g e  cnnfidentia]  matters 

in  pursuance o f  sections  i5i  ana ib4b o f  t h e  Civii  Penai 
Code. 

86 .  ( 1 )  The  question  of  possible  payment o f  compensation  as a 
result  of  pollution  of  ground  water o r  watercourses,  lakes 
or the  sea  shall be  decided by the  Land  Tribunal  provided 
the  parties  to  the  case  agree  on  this  procedure. 

8 7 .  ( 1 )  In cases  pursuant  to  this  Act  concerning  enterprises, 
plants or activities  owned or operated  totally o r  partly by 
local  authorities,  regional  authorities o r  the  Greater Co- 

penhayen  Council,  the  Minister for the  Environment  may  deter- 
mine  ,that  decisions  shall  be  made by him. 

8 8 .  ( 1 )  The  date  of  entry  into  force  of  this  Act  shall  be  fixed 
by the  Minister f o r  the  Environment. 

8 9 .  ( 1 )  The  following  legislative  provisions  are  repealed: 

1) Act o f  March l o ,  1 8 5 2 ,  on  Trades  Injurious  to  Health. 
2) Act of  January 1 2 ,  1 8 5 8 ,  on  Sanitary  Regulations. 
3 )  Act  of  March 2 8 ,   1 8 6 8 ,  on  Amendments  to  Act o f  January 

1 2 ,   1 8 5 8 ,  on  Sanitary  Regulations. 
4 )  Section 68 of  Act No. 223  of  May 3 1 ,  1 9 6 8 ,  on  Local  Ad- 

ministration,  as  amended by Act No. 1 2 5  o f  March 2 5 ,  1970. 
5) Act of  November 3 0 ,  1 8 5 7 ,  on  the  Surrender o f  Land  for 
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Water  Discharge or Selvage Systems. 
6) Sections 13 and 14 o f  Act  of  December 14, 1857,  on 

Requirements  relating  to  Streets,  Roads  and  Watercourses 
in  Copenhagen. 

7) Act N o .  123  of  April  28,  1906,  on  Admendments  and  Addenda 
to Regulations  on  Watercourses  in  Copenhagen  contained  in 
Acts o f  November -30, 1857,  and  December  14,  1857. 

(2) The  Minister for the  Environment  shall  be  empowered  to 
repeal  Act No. 25 of  January 30, 1923,  on  Border  Watercourses, 
and  subsection ( 1 )  of  section 4 of  Act No.  195  of  May  26, 
1965  on  Salt  Water  Fishing,  as  amended  by  section 1 3  o f  Act 
No. 285 of  June 7, 1972. 

( 3 )  Unless  otherwise  decided,  functions  discharged  by  the 
Public  Health  Commlsslon  pursuant  to  other  legislation  shall 
be  transferred  to  the  local  council. 

90-93. (Transitional  provisions,  omitted). 

94. ( 1 )  Decisions  made  according  to  the  provision  of  section 8 9  

of  this  Act  shall  remain  valid  until  other  decisions  are 
I.. ,,,,,n~t . . . C I I  t -  this P . r t  c r  regulations issn~cf  u n d e r  t h p  

provisions  of  this  Act.  Violation  of  such  decisions  shall 
be  punished  according  to  regulations  in  force  before  the 
entry  into  force  of  this  Act. 

95. ( 1 )  This  Act  shall  not  apply  to  the  Faroe  Islands  and  Green- 
land. 

96. (Provision o f  revlsion,  omitted). 

Act No. 2 0 4  o f  May 18, 1982  on  Amendments  to  Act  on  Environmental 
Protection  concerning  sections  4a,  5,  8, l o ,  1 1 ,  21,  22,  25,  27, 
28, 3 1 ,  33, 41,  46,  41,  49a, 5 0 ,  53,  61,  62,  65,  67,  68,  69,  70, 
71, 72 ,  74, 76,  78,  79,  80,  81, 8 3  and 84 contains  the  following 
provlslons regarding commencement  and  transition: 
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2. ( 1 )   T h i s   A c t   s h a l l   c o m e   i n t o   f o r c e   a s  from J a n u a r y  1 ,  1983. 

( 2 )  A t   t h e   s a m e   d a t e   A c t  No. 120 o f   M a y  3 ,  1961,  on  the  Exterrnl- 

nation  ofrRats  shall  be  repealed. 
, 

3. ( 1 )  C a s e s   s u b m i t t e d   t o   t h e   M i n i s t e r   f o r   t h e   E n v i r o n m e n t   p u r -  

s u a n t   t o   t h e   p r o v i s i o n   o f   s u b s e c t i o n  ( 2 )  o f   s e c t i o n  70 o f   A c t  
No. 372 o f   J u n e   1 3 ,   1 9 7 3 ,   o n   E n v i r o n m e n t a l   P r o t e c t i o n   b e f o r e   t h e  ! 

c o m m e n c e m e n t   o f   t h i s   A c t   s h a l l   b e   d e a l t   w i t h   a c c o r d i n g   t o   r e g u -  

l a t i o n s  so far  in  force. 

( 2 )  N o s .  27, 31, 37 and 4 3  o f  s e c t i o n  1 shall  apply  to  decisiorls 

made  after  the  commencement  of  this  Act. ! 

( 3 )  N o s .  h o ,  01 an d   1 2   o f   s e c t i o n  1 s h a l l   a p p l y  in cases  Where 

t h e   d e c i s i o n   o f   t h e   E n v i r o n m e n t a l   A o p e a l  eoarrl 1 s  n a d e   a f t e r  thr 

c o m m e n c e m e n t   o f   t h i s  .4c t . 

(4) Further,  the  Minister f o r  the Environment may  lay dots~n 

transltional  regulatlons. 

Act No. 2 5 0  of  May 2 3 ,  1 9 8 4 ,   A mendlng  Varlous  Environment  and 
Planning  Acts,  in  whlch  section 1 a p p l i e s   t o   s e c t i o n s  & 9 ,  &?a, 

5oa, 5 3 ,  5 5 ,  6 8 a ,   6 9   a n d   8 3 ,   c o n t a i n s   t h e   f o l l o r ~ l n g   p r o v l s l o n s  
regarding  commencenent: 

13.  (1)  This  Act  enters  lnto  force  on  august  1,  198h. 
-- 
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2. (1) This  Act  enters  into  force  on  January 1, 1987. 

1 9 )  u ̂ ._.^.... .. 
~ . L J  I I U Y Y ~ ~ ~ ~ ~  t h c  r u l e s  ? = i d  do%n  in  section 8 2 c ,  second  clause 
of  subsection ( 4 )  o f  section 8 3  , No.  3 o f  subsection ( 1 )  and 
subsections ( 3 )  and ( 4 )  of  section  84a,  and  section 8 4 b  o f  Envi- 
ronmental  Protection  Act,  as  reproduced  in  section 1, Nos. 2 7 ,  

3 2  and 3 3  of  this  Act,  enter  into  force  on  July 1 ,  1986. 

' ( 3 )  The  Minister  for  the  Environment  may  lay  down  transitlonal 
regulations. 

Ministry o f  the  Environment 

1 9 8 6  

Chrlstian  Chrlstensen 

E r i k  Lindegaard 

.. . 

-.. 

d 
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ANNEX 

List of Enterprim. Plants and Activities to which Pan  V of the Environmental 
Protection Act applies: 

A. Production  and  manufacture  of  iron, steel o r  metals. 
1. Ironworks. steelworks and steel rolling mills. (a) 
2. Iron foundria. sed foundries. non-farous mcul foundries-and refumia. (a) 
3. Plants and enterprise engaged in surface treatman of irou. stcd Q rrm-farous 

m d  work. ind- enterprises and p h u  engaged in surface trutnmt with 
paint  or varnish  in  quantities  exceeding 5 kg of paint  and/or  varnish per hour. 

4. Plants  and enterprises engaged in surface  treatment of iron. steel or non-ferrous 
metal work with paint or varnish in quantities  not u r n d i n g  5 kg of paint  md/or 
varnish per hour. [ x ! 

5 .  Sttclship yards. 
6. Engine  works and machine shops. the gross floorage of which exceeds 100 ma. 
7 .  Drop forgeries. tin goods factories. wire spinning mills. 
8. Boiler shops, container and  tube factories. 
9. Electrotechnicd enterprises. including  cable  factories and  accumulator  faaories. 

( X )  

B. Extraction and manufacture of lime, clay, stone. gravel,  coal and similar pro- 
ducts. 
I .  Cement  works, lime  works. mortar works,  tile  works, molerNorks  and enterpri- 

2. Glassworks. glass wool and mineral wool  factories. 
3 .  Gravel  works,  stone crushing works, apan from  plants louted at the place of ext- 

raction. and enterprises engaged in the  manufacture of road material or dcinat i -  
on of flint. (a) 

ses engaged in the manufaaure of clinkers or glazed pipes. (a) 

1. Cement  foundries and concrete mixing plants. 
5 .  Enterprises  manufacturing  porcelain. faience and  earthenware (including kaolin 

sliphouxs). producing more than 200 kglday. 
6.  Enterprises manufacturing  plaster board, asbestos cement sheets. or other con- 

struction material mainly on  the basis of mineral raw material. 
7. Plants extracting or processing salt from  the underground. (a) 
8. Enterprises  manufacturing gas concrete. breeze or  sandlime bricks. 

C. Treatment of mineral oil. mineral oil products. asphalt.  natural  gas  and coal. 
I .  Mineral ‘oil refineria.  (a) 
2. Enterprises engaged in procasing  and  upgrzding of natural gas.- (a )  
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3. Gasworks  and coking  plants. 
4. Plants engaged  in mixing of asphalt  and  production of road  material. ( a )  
5 .  Roofing  felt  factories. 
6. Plants engaged in the upgrading or destruction of waste oil or other  reflnery wa- 

7 .  Liquid  gas  stock of more than 100 m’ (hydrocarbons). 
8. Patent fuel  factories (including production of peat litter). 
9. Stocks  above  the ground of more than 1O.OOO m’ of petroleum or liqurd petro- 

ste  products. (a) 

leum  products. 

D. Chemical  production etc. 
1. Plants engaged  in the manufacture of organic or inorganic  products or chemi- 

2. Petrochemical  industry. (a) 
3. Fertilizers  factories and stocks of nitrate fertilizers of more than 5 0 0  tons. (a) 
4. Pharmaceutical production. (a) 
5. Plants engaged in production of colouring  matters,  additives and processing 

6. Pesticide production plants. (a) 
7. Soap, detergent and cleaning material factones. 
8. Paint  and varnish bctories. 
9. Photogra+ industry and laboratories developing more than 20.000 spools or 

producing more than 300.000 paper photos a year. 
IO. Plants engaged in processing or destruction of chemical waste produc~s, of sol- 

vents or detergents. and in destruction of other waste products  from the chemi- 
cal industry (a) 

cals, and  stocks of organic or inorganic basic chemicals. (a) 

aids  for inter alia the f o o d  industry. 

11.  Bottling or packing of chemicals and products  (cf. D.l-IO). 
12. Enterprises engaged in pressure diccasting. pressing, extrusion  and  fibre armou- 

ring of plastic  goods. 
13. Synthetic glue factories. 

E. Processing of vegetable raw material. 
1. Cellulose. paper and paper board mills. (a) 
2. Wood impregnation plants. (a) 
3. Rotary. offset and book printing works. ( X ) 
4. Paper and  cardboard article factories. and book binderies. ( X ) 

5 .  Sawmills. production of veneer or fibre  plates,  and  furniture making and wood 
working factories. Joiner‘s workshops of more than 200  m’ gross floorage 

6. Rubber factories. (a) 
7. f u t i l e  blucheries  and textile dye-works. 
8. fu t i le  factories.  spinning mills, knitware factories,  clothing industrles and ro- 

9. Cleaning  establishments and commercially operated  laundries. 
IO. Refining and  other treatment of vegetable oil. 
11. Trutment  and  preparation of grain. seed or feedstuff. including green fodder 

I t .  Milling. 
13. Wholesale bakeries (including bread bakeries). x J 

14..Breweries. malt  houses and mineral water factories. 
14. Distilleries and yeast factories. 
16. Potato flour and starch lactones. 

pmorks. ( x  ) 

drying and straw lyeing. (a) 
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17. Potato boiling plants. 
18. Potato product  factorles. 
19. Sugar works. (a) 
20. Factories producing canned fruit, fruit juice. canned vegetables. deep-frozen 

21. Plants  engaged  in washing and cleaning of vegetables in quantities exceeding 

22. Vinegar and mustard factories. ( x ) 
23. Coffee  roasting  factories and  coffee  substitute factories. 
24. Onion  roasting  factories. ( x ) 

fruit and vegetables. in quantities exceding IO00 tonslyear. 

lo00 tons/yur. 

F. Processing of animal raw material. 
1. Slaughterhouses of all kinds and  casingtleaning factories. (a) 
2. M a t  m u l  factories (dry-rcndering plants) and bone mul, blood mal. futhel  

3. Tanneries and  fur dressings and storage and treatment of pigs’s bristles and  cur- 

4. Tallow and  fat melting plants and refining of animal oil or  fat. 
5 .  Plants engaged in the  manufacture of canned nr d e p f r n z c n  meat i n  guantiticr 

m d  a d  mimd Blue  f8CfOrieS. (1) 

led hair. (a) 

exceeding 2UM !onr/year. 
6. Smokehouses. butchers‘ shop and  deliatasen  shops producing more than S o 0  

7.  Dairies. ice cream,  canned milk and milk powder factories, and  plants  produ- 

8. Margarine factories. 
9. Plants engaged in the  manufacture of shellfish or fish products.  including can- 

ned or deep-frozen products hereof. in quantities exceeding uww) tons/yeu. (a) 
IO. Plants engaged in  drying  or grinding of oyster or mussel shells. (a) 
1 I .  Feedstuff  factories,  including  production of mink fodder. 
12. Luther  and  shoe factories. ( x  ) 

kg of foodstuff a day. ( x  ) 

cing cheese or  checx powder. (a) 

C. Storage.  deposlt or treatment of other waste products. 
I .  Plants engaged in storage  or deposit of waste. including landfill sites, refuse s~tes  

and special depots  for sludge or slags, and  nations or sltes for [he receptlon of  
oil or chemical waste. (a) 

2. Plants engaged in treatment or processmg of u u t e ,  including transhipping  stall- 
ons. grmding  plants,  cornposting plants. inclneration plants  and scrap  depots. ( a )  

3.  Plants engaged in combustion of straw  and wood waste. w t h  a stoking effect of 
more than 120 kW (100.O00 kcallhour). 

4. Plants for separation  or compression of waste or residual products in quantities 
exceeding 5 0 0  kgihou:. 

5 .  Waste suction plants. 

H. Powa and heat generation. 
1. Power stations with a  stoking  effect of not l a s  than 30 MW. (a) 
2. Oil and gas-tired  heating stations with a  stoking effect of not l a s  than 5 MW. (a) 
3. Heating stations  burning fuel other  than oil and gas. and with at  stoking effec! 

4. Gas turbine power stations.  (a) 
5 .  Wind power plants generaring more  than 1 0 0  kw. (a) 

of more than 120 kW (1OO.OOO kcallhour). (a) 
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1. Plantr for  motor vehicles anbother m&s of trampon. 
1. Motor  racing  tracks, moped  racing  tracks and motoring school grounds. (a) 
2. Airpons and airfields. (a) 
3. Garages. parking  grounds  for 3 or more vehicles in connection with conlraclc: 

or haulage activities. including bus  terminals and depots. and life  saving stations 
and  the like. ( x  ) 

4. Mechanical  washing lines, filling stations and repair shops  for  motor vehicles 
other  than mopeds. 

J. Livatock  taping. 
1.  Fur farms. poultry keeping and pig farms. 
2. Veterinary hospitals, clinics and pensions, experimental animal stables and riding 

3. Fish pond fmns.  (a) 
4. Commercial dog shops  and kennels. 

schools. 

K. Miscellaneous. 
I .  Crematoria. 
2. Shooting ranges, (a) 
3. Amusement parks. 

(x) Application for a licence parsuant  to section 35 of the  Environmental Protection 
Act is not required provided the enterprise i s  set up in accordance with approved 
l o d  plans or towa pl8n rtgulrtioos, according lo rbicb cbc  .re8 in question is 
zoned for iadastrial puqmscs. If Ik qOMthtiVC limiU Isid down for the indivi- 
dual types of enterprises 8tC exceeded a.5 a raul t  of extension or modifimtion. 
the eaterprise as such shall be approved before the extension or modification is 
cf I&&. 
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: $ in i s t ry  of the  Environxent,  Denmark 

i ia t iona l  Agency o f  Environmentai   Protection 
Trans l a t ion  iX 
A-ugus t 1977 

S t a t u t o r y  Order EO. 176 Of 

March 29, 1974, o n  Heavily 

P o l l u t i n g   E n t e r p r i s e s   e t c .  

F a r t  1 
GenerEl  FrovisioEs 
Sec t ion  1: According t o  sectior- 55 of  ??-e Ac t ,   en t e rp r i se s ,  ; l a t s  o r  

f ixtwres   included iz  the AnLex of t h e   A c t ,   c f .   t h e   - ~ m e x  t o  
t h i s   Orce r ,  shall a o t  be e s t z b l i s h e c  o r  commenced. witho-;t 
g r i o r  ~ ? ~ r o v ~ l .  Such e n t e r p r i s e s ,   p l a n t s  o r  f i x t u r e s  s - ~ l l  
2 o t  witko-Gt a?orovel '>e extor-ied o r  cod i f i ed  as r e g z r ~ s  COE- 

s t r m t i o r _  o- oce re t ioc  ir? s c c h  E way as t o  res.;it ir- 12- 
creased   >oi lu t ion .  

Su3sectioo 2 :  F o r  t he  p-&-pose of t h i s  Order " e n t e q r i s e s "   n e a n s   t h e   e r t e r -  
p r i s e s ,  ?:ants and f lx t -mes   r e fe r r ed  t o  i n   s u b s e c t i o n  1 here- 
of. 



2) Extensions or modifications o f  buildings o r  oneration 
of enterprises  after  October 1, 1974, in cases  where 
such  extension or modification  results in increased 
pollution; cf. Part 9. 

3 )  Existing  enterprises  applying f o r  approval, cf.  section 
37 of the  Act. 

Part j 
Authorities  which  Consider  the  Approval 
Section 3: Application  for  approval  shall  be  submitted to the local 

council of  the  local  district in which  the  enterprise  is 
ur is iniencieir t o  be iocateci. 

-. 
Sectior- 4: ?"ne locai  council  shail  consider  the  application for appro- 

val 2-nsuant to  section 35 of the k t .  

Subsection 2: The  regional  council  shall,  however,  consider  applications 
f o r  approval of enterprises  marked  with (a) in the  Annex 
of  this  Order. In the  metropolitan  area  (Copenhagen  and 
Freaeriksberg  local  districts;  Copenhagen,  Frederiksberg 

# 

and Eoskilse _--- L c b i o n a l  districts)  such 6ecision  shall ?;e 

maae by  the G r e a t e r  C o p e n h a g e n   C o u n c i l .  

Slrbsection 3:  ,Tke regional  council o r  the L r e a t e r   C o p e n h a g e n  C o u n c i l  s tLa l l  

also  consiCer  applications f o r  approval in those  cases 
where  permits f o r  separate  discharge of waste  water  other 
than domestic  waste  water &-e required  under  subsectiozl 
2 of section 29 of  Statutory  Order  from  the  Ministry of 
the  Xcvironment no. 174 of  March 29, 1974, on hearing of 
cases  coacerning  ciischarge  of  waste  water  icto  wEtercoL-ses, 
l a k e s  21 t 'nc  s c 2  etc., 21' is t l c c e  c z c e s  vicere S J C ~  r+ .= .r~-  - -  
val 'r-as previously  been  granted. 
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Sect ion 6:  

Subsection 2 :  

Section 7 :  

Subsection 2 :  

Sectior- 5:  

The regionai   counci l   shal l   decide ic n a t t e r s  of approval 
of en t e rp r i se s   ope ra t ed   by   l oca i   au tho r i t i e s .  However, 
in the   case o f  en te rpr i ses   opera ted   by   loca l  or by r e -  
g i o n a l   a u t h o r i t i e s   w i t h i n   t h e   z e t r o p o l i t a n   a r e a ,   t h i s  
dec is ion  shall be made by t3-e i;reater Copenhagen Council, 

The National Agency of Environmental   Protection  shall  
decide i n  matters of approval of en terpr i ses   opera ted  by 

t h e  Greater Copenhagen Council, and of en te Ipr i ses   opera ted  'CY 

reg iona l   au thor i t ies   ou ts ide   the   met ropol i tan   a rea .  

Permits t o  discharge  waste  water  shall  be  granted t o  t k e  
e u t e p y i s e  p-usuant to tlie prov-isions laic: doh3 i n  St&-&- 
t o r y  Order  from the  Ministry of the  Environment no. 174 
o f  March 29,  1974, on h e a r k g  of cases  concernling  disckzrge 
o f  waste  water  into  watercourses, l & e s  or t i e   s e a ,   e t c .  

P e r n i t s  t o  discharge  waste  vr,ter and the  condi t ions o c  
which it i s  granted  are IncL-Lzea IF. the  ZFproval  iss-;ec 
unaer  this  Order.  

. - . , .  

,The l a c z l  co -mc i l  a&.:: si;per-;ise a ~ d  con t ro l   t he   e r t e r -  
p r i s e s   i w l u d e d   i n   t h e  Anr-ex of  th i s   Qr3er -  

S-L-asectioc 2: The reg ioca l   counci l   sha l i  s:L?ervise  azd control  t ' re e r -  
t e r p r i s e s  which are operated -cy l o c a l  a u t h o r i t i e s .  T?.€ Lreater 

Copenhagen C o u n c i l  shal l  supervise ana cont ro l   the  ET-- 

t e rpr i ses   opera ted   by   loca l  o r  reg iona l   a i l thor i t ies   wi tk ia  
the  metropolitan  area.  The Xztionai Agency o f  Environnertzl  
Pro tec t ion   sha l l   superv ise  aze cont ro l   the   en te rpr i ses  o?e- 

r a t e d  5y the  Greater Co?enhagen Ccuncil and by  E reg ioca l  exk?-D- 
zit2- n > d - l 2 4 & 0  +-no vninn-\n: ;+=- 1701 

"u"uA-b "--b YL. "I*_ 
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pollution  resulting  from  the  operation of the  enterprise: 
however,  the  application  shail make  due  allowance  for  tke 
nature  of  the  activity  applied  for  and  of  the  enterprise 
in question. 

A) Plans of the  location of the  enterprise. 

1) Plan on an adequate  scale (for instance 1:4,000) indi- 
cating the  land  register  title  number,  and location iz 
relation to  the  surroundings,  including  adjoining or 
surrounding sites. 

3 )  Information on the  establishaent of tke  enterprise. 

3) T'ne emected dates of coazencement m d  compietion of  
buildicg  ana  constr-,lction,  and  of  commecceEent of ope- 
ration. 

# 

C) InforzEtion or, desigc ma oFerltion of <?e enterzrise. 

4) Fla2 01: en  zdeq-aate scale, indicatir_g  the  ?oc.tior_ of 
>rodGction and  storage  ?remises, m d ,  if PossiSle, the 
use of unbuilt  areas.  Chirrneys,  waste  water r-a-offs 
ana  other  emissions  (emission:  discharge  of  gaseous, 
liqui~ or  solid  matter)  from  filters,  purification  Ee- 
vices, -qeBtilatior  and  suction  instailetions  etc., 
s h a l l  -ze  j.E&iczted by n-;=-~ers i? t h e  T I ~ Z I I .  



7) Risky  processes,  and  storing  and  internal  transporta- 
tion of substaces with  Pangerous  properties,  cf.  point 12. 

8) The expected hours of normal  daily  operation,  both of 
individual  heavily  polluting  installations  and  machi- 
nes, and of the  enterprise  as a  whole,  and  infornation 
on Saturday,  sunday  and  holiday  operation. 

3 )  infornation on pollution  control measces. 

12) Description of measures z3 avoid.  interrGptioc of o-,era- 
tions or accidents  in  cozrection  with  risky  processes 
ana  with  storing  and  internal  transportetion of x3stences 
with  dangerous  prooerties,  cf.  point 7 .  

E) infornation on poilutior, from the  enter2rise. 

14) Especially  noisy inst2;:ztiocs or yachises  Likely to 
cause  nuisance to the s -z rounc ings ,  cf. ;oir;t 11. 
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15) Spec i f i ca t ion  of inmiss ion   ca lcu le t ions   (ce lcu lz t ior -  
of the   concent ra t ion   in   t i e   sur roundings  of  c e r t a i n  
of the   subs tances   re fe r red  t o  i n   p o i n t  15.) 

16) I n d i c a t i o n  of t he   e s t ima ted   no i se   l eve l   i n   t he  sur- 
roundings  as a r e s u l t  of the   opera t ion  of t h e   e n t e r -  
p r i s e .  

F) Information on waste  etc.  from t he   en t e rp r i se .  

17) Composition and q.Jantitg of  waste from t h e   e n t e r p r i s e .  

18) Waste disposal  xethod m c  locat ion,   inc1udir ;g   icforza-  
t i o n  on waste zra resicl;z.l  Troducts  which Ere s t o r e e  
i n   t h e   e n t e r z r i s e .  

P a r t  5 
Contents of t he  Approval 
Sec t ion  10:  The agZrovai shell s t a t e  t?-e g r o w d s  for a p o v a l ,  iri- 

c lua ing   t he   i oca t ion  of t he   en t e rp r i se  on the   p ro?er ty ,  
mci the  roeas-xes W_!ich tke  er-terprise nas informed xiil 
be  t&eE t o  yrevect  2oll-Ltion. 

S-Lbsection 2 :  The apTroval s h l l  s t a t e  t k e  terms 2nd copdikions stiz.2- 
l a t e d  for t he   e s t zb l i shnen t  end opera t ion  of t he   en t e r -  
p r i se ,   inc luding   the   t e rns  cf t he   an t i -po l lu t ion  measxreE, 
of  the   nature  of  po l lu t ion  a r a  o f  t h e   c o n t r o l   z e a s m e s  
t o  be  tzken by t h e   e n t e r p r i s e .  



Part 6 
Notification of the  result of the  hearing 
Section 11: Approval or refusal  shall  be  notified in writing to  the 

applicant. 

Subsection 2: Notification of the  result of the  decision shall by the  same 
mail  be  notified in writing  to  the  Public Health  Officer 

, involved, ana  to  other  public  authorities  and  private 
persons who are likely to have an individual and signi- 
ficant  interest in the  decision. If necessary,  notifica- 
tion to the  private persons in question  may be made by 
public  announcement. 

Subsection 3: The  decision  shall  stipulate  the  appeal  authorlty  ana the 
7 ,  

.. I time  withiz  wnich  the  appeal  mlst  be  brought. 
I _  

Section 12: Decisions a-Dout  granting of building  permits, apDroval or 
dispensation  pursuant t o  the  building  legislation  may  be 
postponed. uti1 decision  cursuant  to  this  Order, cf. sec- 
tion 69 of tke Act, has been  zade. 
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SeCtiOZ 15: C o m p l a i n t s   a g a i n s t   d e c i s i o n s  of t h e   l o c a l   c o m c i l ,   t h e   r e g i o n a l  
counc i l  and t h e  Greater Copenhagen  Counci l  may be made by: 

. .  

1) t h e  party t o  whom the   dec i s ion  i s  d i r e c t e d ,  

2) The Public  Health  Officer  involved, and 

3) any p a r t y  l i k e l y   t o  have an i n d i v i d u a l ,   s i g n i f i c a n t  
i n t e r e s t   i n   t n e  outcome of the   dec is ion .  

1) t he   Fe r ty  t o  whom the  decis icr?  i s  d i rec t ,ed ,  

2 )  any  party  Likely t o  kzve rz I n d i v i d u a l ,   s i g n i f i c a n t  
i n t e r e s t  5 tke  outcone o f  t'ze dec is ion ,  EX? 

3 )  the  Metropolitan  Council ,   tke  regional  council  o r  t ke  
loeal council  involved. 
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Subsection 2: However, in the  capacity of appeal  authority,  the  National 
Agency of Environmental  Protection  may  within  a  period of 
six  months  from  the  date  of  decision  accept  complaints . 

received  after  the expiry.of  the.time limit, provided  there 
are special  reasons  that  the  limit is exceeded. 

Section 19: Where building or construction  activities a r e  involved i3 
an approval, it  shall 2 o t  be  exploited  until  expiry  of t5.e 
time  limit for lodging of compiainis ai: p r o ~ l d c d .  zc) CZE- 

plaints  have  been lodged. The  authority  which  made  tke  ae- 
cision s5all without  delay  rotify  the  party  to W ~ O E  the 
approval  was  granted  sbo-at  the  lodging  of a  complaint, cf. 
subsection 3 of section, 72 of the  Act. 
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F a t  1c 
Prov i s ions   r e l a t ing  t o  en t ry   in to   force  
Sect ion 21:  -This Order sha l l  come i n t o  force on October 1, 1974. 

c 



\ 

-. 
.l. 

_.+' .. . 

A. 

B. 

Annex of S t a t u t o r y  Order z o .  176 of 
Marck 29, 1974, 02 Zeavily  ?ollutin,g 
Zn te rp r i se s  

LIST OF EN'PERPRISES, F W T S  AND FIXTUTiES 
TO KaCH CHAP'PER 5 OF THE ACT APPLIES: 

(annexed t o  Act no. 372 of  June 13, 1973, 
on Environmental   Protection) 

Production  and  manufactTxe o f  i r o n ,   s t e e l  and  metals. 

1. Ironworks, steelworks 2nd s t e e l   r o l l i n g  mills (aj 
2. Iron f o u n d r i e s ,   s t e e l   f o m d r i e s  and  non-ferrous 

z e t a ?  foundries (a )  
3. F l a n t s  and e n t e r p r i s e s  engaged i n   s u r f a c e   t r e a t a e n t  Of 

i r o n ,   s t e e l  o r  non-ferrous  metal work 
4. S tee lsh ip   yards  
5. Engine  works and mackLne shags 
6. Drop f o r g e r i e s ,   t i n  goods f a c t o r i e s ,   x i r e  SpirD-ing 311:s 

7. Zo i i e r  shops,  conta iner  ana t-d3e f a c t o r i e s  
8. E iec t ro t echn ica i   en t e r? r i se s ,   i nc lud ing   cab le   f zc to r i e s  

and, accumulator  fr,cto=.ies 1) 

Ext rac t ion  and manufactwe of l i ne ,   c l ay ,   S tone ,  WBi'el, 
coa l  and s imilar   products .  
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4’ 

c. 

D. 

1. r i i n e r a l   o i l   r e f i n e r i e s  (a) 
- 2. En te rp r i se s  engaged i n  processing and  upgrading of  

natural gas   (a)  
3. Gasworks  and coking  plants  
4. P l a n t s  engaged i n  mixing of a spha l t  and  production 

of  bitEminous  road  materiai  (cf. B.4) ( a )  
5. Roofing f e l t   f a c t o r i e s  
6. P l a n t s  engaged in   the  upgrading o r  d e s t r u c t i o n  of 

waste o i l  and other   ref inery  waste   products  (2)  

7. Liquid  gas   s tores  (more t!!”lan 12  n’) 

8. Paten t   fue l   fac tor ies   ( inc luding   product ion  of > e a t  

7 

1 i ttpr) 

Chemical  2roductior-. 

1. Product ion   p len ts   ana   s tores  o f  organic  ana  izorgenic 
basic   chemicals   (a)  

2 .  Fetrochemicai  industry (a) 
j. F e r t i l i z e r   f a c t o r i e s  and s t o r e s  of n i t r e t e   f e r t i l i z e r s  

of  more than  500 tons (a) 
4. Pharmaceutical  sroduction (a) 
5. P l a n t s  engaged ir- prodaction o f  c o l o u r i n g   z a t t e r s  zzk 

a d d i t i v e s  for tie f o o d  ir,d-;stry e t c  . 
6 .  Production of p e s t i c i a e s  (a) 
7. Soap,  detergent and c l ean ing   ma te r i a l   f ac to r i e s  
8. P a i n t  2nd v e r n i s   f a c t o r i e s  
9. Photogref ic   industry 2nd. develo2ing plants 

10. P l a n t s  engaged in   processing o r  d e s t r u c t i o n  o f  c h e r l -  

cal x a s t e   p r o & x t s ,  of coivents zr.d de te rgen t s ,  x 5  
in   Ces t r - Jc t ion  o r  o ther  ;Gaste c r o c c c t s  f r o r  t h e  

cheaical   i?dustrg (a) 

LO. ) 
11. EOtt l izg  2nd cac:<;ng 05 t5-e z-mve cherricais (cf. -r. L - - -  

12. Znterpz-ises engeged i~ 2ressure B i e c z s t l z c ,  - -  :ressi?-;. - 
-! ) 

and ex t rus ion  of  ?lasrl=. goods- 
Ij. Synthe t ic  glue i e c t o r i e s  
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E. 

I' . rl 

Processing of vegeta5le raw n a t e r i a l  

1. Cellulose,   paper and board mills ( a )  
2. Wood impregnation  plants  (a) 
3. Rotary, o f f s e t  a d  book p r i n t i n g  works' 
4. Paper and ca rdboa rd   a r t i c l e   f ac to r i e s ,  and book 

1 )  

binder ies  1) 

5. Sawmills,  production of veneer o r  f i b e r   p l a t e s ,  
and f u r n i t u r e  making  and wood working f a c t o r i e s  

6. Rubber f a c t o r i e s  ( a )  
7. Text i le   bleacheries  and dye-works 
8. T e x t i l e   f a c t o r i e s ,   s p i m i n g  mills, 'kni tware  factor ies ,  

(.ioi;hing in~ustries aiid ro-- IJC'kUlKLa ---1--1) 

9. Cleaning  establishments a d  laundr ies  
10. Refining and other  treatroect of v e g e t a b l e   o i l  
11. Treatment  and  preparation of g r a i n  and f e e d s t u f f ,  

including  lucerne  f lour  and vegetable pills (a)  
12. i? i l l ing 
13. Wholesale  bakeries  (i-.cl.daing  bread  Sakeries) 
14. Breweries, malt 'rouses azld mineral-water . f a c t o r i e s  
15. D i s t i l l e r i e s  2nd y e a s t   f e c t o r i e s  
16. Potato flour znc s ta rc?-   f sc tor les  
2.7. Eotato  boi l ing zlants 
18. Potato  product  r 'zctoriec 
19. Sugar works ( a )  
20. Canned f r u i t  ar,d vegeta'zie f a c t o r i e s  
21. Vegetable  washiag and c leaning   p lan ts  
L C .  Vinegar and mustard  factor ies-  
23 .  Coffee- roas t ing   _ 'ac tor ies  m-6 coffee   subs t i tu te   fac tor ie :  
24. Onion roasting  I 'ectozies 

1) 

0- 1) 

1) 



G .  

I. 

4. Tallow znd f a t  o e i t i n g  Tlmts a d  r e f i n i n g  o f  animal 
o i l  and f a t  

5. Canned n e a t   f a c t o r i e s  
6. Smokehouses,  and bu tche r s '  shops and d e l i c a t e s s e n  

shops producing more than  500 kg  foodstuff a day 1) 
7. Dai r ies  and consumer i c e ,  canned  milk  and  milk powder 

f a c t o r i e s  (a) 
8. Margarine f a c t o r i e s  
9. F ish   meal ,   f i sh  o i l ,  f i s h   f i l l e t  and  canned f i s h   f a c -  

t o r i e s  and  shrimp f a c t o r i e s   ( a )  
10. P l a n t s  engaged i n   d r y i n g  and gr inding  of oys t e r  and 

mussel   shel ls  (a )  
11. Feeds tuf f   fac tor ies ,   inc luding   product ion  of m i n k  

- fQddPT . . - . - - 

12. Leather and shoe   fac tor ies  1) 

F o r  t e x t i l e   e n t e r > r i s e s ,   s e e  E.7 - Z . 9  

Storage and treatner-t  or" o the r   xas t e   s roduc t s  

1. S e f u s e   s i t e s   ( i n c l u d i c g   d e p o s i t  of  s ludge  znc  s lags)  
and  used. ca r  dumps and scrap  depots (a) 

2. F l a t s  ergaged. in treatment of  s o i i d .  waste,   including 
an inz l  z a m e  ac? sl-ddge f r am  was te   xa t e r   s -u i f i cz t ion  

( a )  

Power a d  hea t   geners t ion  

1. Power and hea t i ag   s t a t ions   gene ra t ing   no t   l e s s   t han  
25 E%.! ( 8 )  



J. Livestock  keeping 

1. Fur farms, poultry  keeping and pig  farms 
2. Ve te r ina ry   hosp i t a l s ,   c l i n i c s  and pension:, 2nd. 

experimental  animal  stables 
j. Fish  pond farms (a) 
4. Commercial dog shops and  kennels 

Miscellaneous 

1. Shooting ranges 
2. Amusement parks 
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ATTACHMENT I11 

M E R C K  & C O . , I N C .  
P . O .  B O X  2 0 0 0  

R A H W A Y .   N E W   J E R S E Y  0 7 0 6 5 - 0 9 0 0  

July 24 ,  1990 

Mr. Larry E. Deetz, Ph.D. 
Research  Nutritionist 
Hoechst-Roussel  Agri-Vet  Company 
Route 202-206 
P.O. Box 2500 
Somerville, New  Jersey 08876-1258 

Dear  Mr.  Deetz: 

As  per your request, a copy of  the environmental  assessment (EA) of  
STENOROL  blending  and  packaging in MSD  Agvet  in  St. Louis, Missouri is 
attached. I f  you have  any questions, please  contact me at (201)  750-7367. 

Sincerely, 

Susan H. VanOcker 
Corporate  Environmental  Resources 

Ira 
Attachment 
0336f-1 



A P P E N D I X  F 

S u p p l e m e n t  t o  the E n v i r o n m e n t a l  ds-sessment 

H I 0 3 1 0  

4 .  D e s c r i p t i o n  of t h e  P r o p o s e d  Action 

T h i s  s u p p l e m e n t  i s  t o  a d d r e s s  STENOROL p r o c e s s   b l e n d i n g   m o d i f i c a t i o n s   a t  

Merck's S t .  L o u i s   f a c i l i t y .  

D e s c r i p t i o n  o f  the S t .  L o u i s ,   M i s s o u r i ,  P l a n t  o f  Mer& Ei C O .  I Inc.  

L o c a t i o n  

The S t .  L o u i s   p i a n t  i s  l o c a t e d  i n  the  C i t y  o f  S t .  L o u i s .  The p l a n t  i s  

l o c a t e d  on 1 8  acres n e a r  the  M i s s i s s i p p i  River. P o p u l a t i o n  of the  C i t y  

of S t .  L o u i s  i s  a p p r o x i m a t e l y  407,000. 

Wea ther/Ai r R e s o u r c e s  

A n n u a l   r a i n f a l l  i s  36 .  7 inches. Mean J u l y   t e m p e r a t u r e  i s  2 6 . 3  c 
(79.3OF) . M e a n   J a n u a r y   t e m p e r a t u r e  i s  0 C (31 .  PF) . P r e v a i l i n g  

w i n d  i s  s o u t h   a t  9 .5  mi le  p e r   h o u r .  

0 

0 

The M i s s o u r i   S t a t e   R e g u l a t i o n s   p r e s c r i b e   e m i s s i o n   s t a n d a r d s  f o r  

h a z a r d o u s   p o l l u t a n t s .  other s i g n i f i c a n t   a i r   p o l l u t i o n - g e n e r a t i n g  

i n d u s t r i e s   a r e   l o c a t e d  i n  the  v i c i n i t y .  

W a t e r   R e s o u r c e s  

d l 1  w a t e r   u s e d   f o r   c o n s u m p t i o n ,   p r o c e s s   a n d   s a n i t a r y   e q u i p m e n t  i s  

o b t a i n e d   f r o m  the C i t y  o f  S t .  L o u i s   W a t e r  Division. 

A l l  s t o r m w a t e r   a n d  s i t e  r u n o f f   a r e   d i s c h a r g e d  i n t o  the s t o r m   w a t e r  

s e w e r .  d l 1  s a n i t a r y  a n d  w a s t e w a t e r   d i s c h a r g e d  t o  t h e  m u n i c i p a l   s e w e r  i s  

t r e a t e d  i n  the M e t r o p o l i t a n  S t .  L o u i s  Sewer District W a s t e w a t e r  

T r e a t m e n t  P l a n t .  The t r e a t e d   w a s t e w a t e r  i s  d i s c h a r g e d  t o   t h e  

M i s s i s s i p p i  River. 

0330f-1 
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L a n d   R e s o u r c e s  

. .  
, .  . . .. 

The s o i l  i s  c o m p o s e d  of l a y e r s   o f  rock a n d   c l a y .  

6. I n t r o d u c t i o n   o f   S u b s t a n c e s  In to  the E n v i r o n m e n t  

a .  Substances E x p e c t e d  t o  be  E m i t t e d  

STENOROL b l e n d i n g  - S t .  L o u i s ,   M i s s o u r i  

T h e  p r i m a r y   m o d e s  o f  i n t r o d u c t i o n  o f  c h e m i c a l   s u b s t a n c e s  i n t o  the  

e n v i r o n m e n t   a s  a r e s u l t  of STENOROL b l e n d i n g   i n c l u d e   a i r  emissions, 

l i q u i d   w a s t e s   a n d  s o l i d  w a s t e s   c o n t a i n i n g   r e s i d u a l s .  

A i r  Emissions 

P a r t i c u l a t e  emissions t o  the  a t m o s p h e r e   r e s u l t  from p h y s i c a l   o p e r a t i o n s  

d u r i n g   s t o r a g e ,   m a t e r i a l s   h a n d l i n g ,   b l e n d i n g   a n d   p a c k a g i n g   o f  STENOROL. 

The b lending  o p e r a t i o n   i n c l u d e s   m i x i n g ,   m i 1 l i r ; g   a n d   s c r e e n i n g  of c a l c i u m  

c a r b o n a t e  Q325, m i n e r a l  o i l ,  H a l o f u g i n o n e ,   c a l c i u m  s i l i c a t e  s y n  a m o r p h o s  

a n d   M i c r o t r a c e r  F S  o r a n g e .   P a c k a g i n q   o p e r a t i o n s   i n c l u d e   f i l l i n g  5 0  lb. 

b a g s   w i t h   p r o d u c t .  The m a t e r i a l s  l i s t e d  below a r e   u s e d  i n  the  b l e n d i n g  

o p e r a  t i  on. 

S u b s t a n c e  

C a l c i u m   C a r b o n a t e  Q325 

Mineral O i l  

H a l o f u g i n o n e  

C a l c i u m   S i l i c a t e   S y n   d m o r p h o s  

M i c r o t r a c e r  F S  O r a n g e  

033Of-2 

- C A S  R e g i s t r y   N u m b e r  

13137-65-3 

8012-95-1 

64924-67-0 

1344-95-2 
-- 
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L i g u i  d Emissi0n.s 

The major l i q u i d   w a s t e .   s t r e a m s  f r o m  t h e  b l e n d i n g  o f  STENOROL w i l l  

c o m p r i s e   o f   r e s i d u e   r e m a i n i n g  i n  the p r o c e s s   e q u i p m e n t   a n d   w a s h   w a t e r s  

g e n e r a t e d   f r o m   p r o c e s s   e q u i p m e n t   c l e a n i n g  f o r  p r o d u c t i o n   c h a n g e o v e r s .  

W a t e - r   t h a t  is u s e d  t o  w a s h o u t   e q u i p m e n t  i s  d i s c h a r g e d  t o  the 

M e t r o p o l i t a n  S t .  L o u i s   S e w e r  District. The l i q u i d   w a s t e   m a y   c o n t a i n   a n y  

o f  the i n g r e d i e n t s  l i s t e d  a b o v e  i n  the a i r  emissions section. 

STENOROL. S o l i d  w a s t e   w i l l  be  g e n e r a t e d  by the b l e n d i n g  o f  STENOROL 

t h r o u g h :  1 )  u s e d   p a c k a g i n g   c o m p o n e n t s  f o r  i n g r e d i e n t s  s u c h  a s   p a p e r  

b a g s  a n d  f i b e r   d r u m s :  2 )  f l o o r  s w e e p i n g s :  3 )  r e t u r n e d   g o o d s ;  4 )  u s e d  

e m p l o y e e   p r o t e c t i v e   e q u i p m e n t ,  e . g . ,   d u s t   r e s p i r a t o r s ,   p r o t e c t i v e   s u i t s  

a n d   g l o v e s :   a n d  5 )  b a g  f i l t e r s  from d u s t  collectors.  

6b. Control P r o c e d u r e s  f o r  t h e  E x p e c t e d  Emissions a n d   C i t a t i o n  o f  A p p l i c a b l e  

Emission R e q u i r e m e n t s  

S t .  L o u i s ,   M i s s o u r i  

MSD AGVET a t  S t .  L o u i s   o p e r a t e s   w i t h i n  t he  E n v i r o n m e n t a l   P o l l u t i o n  A c t .  

Emissions a t  the S t .  L o u i s   f a c i l i t y   a r e  controlled i n  the  f o l l o w i n g  rvays:  

Air Emission Controls 

D u s t  collectors e x i s t  on a l l   p r o c e s s i n g   e q u i p m e n t   a n d  s i los .  The d u s t  

control s y s t e m  consists o f  e x h a u s t  hoods a n d  a ser ies  o f  f i l t e r  bags 

w h i c h  removes p o l l u t a n t s  l i k e  c a r r i e r   m a t e r i a l s   a n d   p r e m i x   m a t e r i a l s  

w i t h  e f f i c i enc ie s  o f  9 2  t o  g r e a t e r   t h a n  99%. A l l  d u s t  f i l t e r  i n s t a l l a -  

t ions  a r e   u n d e r  control by a p r e v e n t a t i v e   m a i n t e n a n c e   s c h e d u l e .  

033Of-3 



- 4-  
0 0 0 3 7 3  

L i q u i d  Emission Controls 

A n Y - l i q u i d   w a s t e s  which r e s u l t  f rom t h e  b l e n d i n g   s t e p s  or e q u i p m e n t  

c l e a n i n g   o p e r a t i o n s   a r e   s e w e r e d  t o  the M e t r o p o l i t a n  S t .  L o u i s   S e w e r  

District f o l l o w i n g  t he  C i t y  o f  S t .  L o u i s   O r d i n a n c e   # 4 7 8 6 .   D i s c h a r g e s  

a r e   m o n i t o r e d  b y the  A u t h o r i  t y t h r o u g h   p e r i o d i  c s a m p l i n g   a n d   a n a l y s i s .  

S o l i d  Emission Controls 

N o n - h a z a r d o u s   s o l i d   w a s t e s   a r e  collected i n  f i b e r  d r u m s   a n d  1 )  sent t o  

a n   a p p r o v e d   l a n d f i l l  b y  a c o n t r a c t   h a u l e r ;  or 2 )  s en t  t o  a n   a p p r o v e d ,  

P e r m i t t e d  o f f s i t e  i n c i n e r a t o r  b y  a c o n t r a c t   h a u l e r .   T r a s h  i s  e i ther  

b u r n e d  on s i t e  i n  a n   i n c i n e r a t o r   f o l l o w i n g  the C i t y  o f  S t .  L o u i s   p e r m i t  

no .  70;  or sent t o  a n   a p p r o v e d   l a n d f i l l  b y  a c o n t r a c t   h a u l e r .  

O c c u o a t i o n a l  E X D O S U ~ ~  Controls 

M a t e r i a l   S a f e t y   D a t a  Sheets (MSDS) a r e   a v a i l a b l e  o n s i t e   f o r  a l l  

c h e m i c a l s   r e q u i r e d  b y  t h e  O c c u p a t i o n a l   S a f e t y   a n d   H e a l t h  A c t  of 1 9 7 1   a n d  

the f i a z a r d s   C o m m u n i c a t i o n  A c t  o f  1 9 8 5 .  T o  m i n i m i z e   p r o d u c t   e x p o s u r e ,  

workers w e a r   p a p e r   ( e . g .  T y v e k )  s u i t s ,   g l o v e s   a n d   d u s t   r e s p i r a t o r s   a n d  

a t t e n d   t r a i n i n g   c o u r s e s .  

Air C i t a t i o n s :  

Emissions t o  t h e  a t m o s p h e r e   a r e   s u b j e c t  t o  a n d  i n  c o m p l i a n c e   w i t h  the  

M i s s o u r i  Code of S t a t e   R e g u l a t i o n s ,  T i t l e  1 0 ,  Division 1 0  a n d  S t .  L o u i s  

C i t y  O r d i n a n c e s   5 0 1 6 3   a n d   5 9 2 7 0 .  

L i a u i d   C i t a t i o n s :  

The S t .  L o u i s   p l a n t   d i s c h a r g e s  i t s  w a s t e s  t o  the  S t .  L o u i s   S e w e r  

Dis tr ic t .  This c o n s t i t u t e s  a service connection g o v e r n e d  b y  Ordinance 

#4786 e f f l u e n t   g u i d e l i n e s   a n d  i s  e x e m p t  f r o m  t he  M i s s o u r i   s t a t e  

p e r m i t t i n g   r e g u l a t i o n s .  
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S o l i d s  C i t a t i o n  

S o l i d  w a s t e s   r e s u l t i n g  from the  p r o d u c t i o n   p r o c e s s   a r e   t r a n s p o r t e d  t o  a n  

a p p r o v e d   p e r m i t t e d   i n c i n e r a t o r  or t o  a l o c a l   l a n d f i l l  b y  a licensed 

d i s p o s a l   c o m p a n y   a c c o r d i n g  t o  1 0  C S R  80  M i s s o u r i  S o l i d  W a s t e   R u l e s   a n d  

R e g u l a t i o n s .  An onsi te  i n c i n e r a t o r  i s  u s e d   f o r  the  d i s p o s a l  o f  o f f i c e  

p a p e r   a n d  other r e f u s e   a c c o r d i n g  t o  S t .  L o u i s   p e r m i t  No. 70.  

O c c u p a t i o n   C i t a t i o n s  

The p r o c e s s   o p e r a t i o n  i s  r e g u l a t e d  b y  a n d  i n  c o m p l i a n c e   w i t h  t he  

O c c u p a t i o n a l   S a f e t y   a n d   H e a l t h  A c t  ( O S H A )  o f  1 9 7 1  a n d  the H a z a r d s  

C o m m u n i c a t i o n  Act of 1985. 

6c. Ef fec t  of Amendment A p p r o v a l  on C o m p l i a n c e  w i t h  C u r r e n t  Emission 

R e g u i r e m e n  t s  

033Of-5 

The b l e n d i n g  of STENOROL a t  N S D  A g v e t  i n  S t .  L o u i s ,   M i s s o u r i  does   no t  

a f f e c t  the f a c i l i t y ' s   a b i l i t y  t o  c o m p l y  w i t h  e x i s t i n g   r e g u l a t i o n s .  


